JopaTtok

«Mepenik cyTTeEBMX MONpaBoOK A0 MPOTOKOANIB K/iHIYHUX BUNPOOGYBaHb, PO3IMAHYTUX Ha 3acifaHHi
HTP Ne 21 Big 17.06.2021, Ha siKi 6y oTPpUMaHi NO3UTUBHI BUCHOBKUN €KCNEpPTiB.»

1. OHOBIEHUIT NPOTOKOJ KAiHiuHOro gocnimkeHHa MAA-202, pepakuifa 3rigHo 3 nonpaskoto 1 Big 02
nmoTtoro 2021 p.; CMHONCUC OHOBJIEHOrO NMPOTOKOJY KAiHIYHOro gocnimkeHHs MAA-202, pepakuis
3rigHo 3 nonpaBkoto 1 Big 02 notoro 2021 p., nepeksnag, 3 aHrnilicbKoi MOBU Ha YKpaiHCbKY MOBY Big, 07
KBiTHA 2021 p.; JlokanibHa nonpaBka 1.1 A0 NPOTOKO/Y K/iHIYHOro BUNpoGyBaHHA (Nuwe ana YKpaiHu)
Bif, 26 Gepe3Hsa 2021 p., nepeknag 3 aHriiCbKOi MOBU Ha YKpaiHCbKy MOBY Big, 06 kBiTHA 2021 p.;
IHchopmauia ana nauieHta Ta popma iHchopmoBaHOiI 3rogn, octatouHa pegakuis 2.0 gna YkpaiHu Big 21
KBiTHSA 2021 p., ocTaTOUuHMiT Nepeknaz 3 aHrNikCbKOT MOBU Ha YKpPaiHCbKYy MOBY Bif, 26 kBiTHA 2021 p.,
OCTaTOUHMWIA Nepeknag 3 aHrNificbKoi MOBU Ha poCiicbKy MOBY Bif 26 KBiTHA 2021 p.; ®opma ans
BiAlWIKOAYyBaHHA BUTpaT nauicHTa KkomnaHieto "Ckayt KniHikan", pepakuia 2.0 gna YKkpaiHu Big 22
6epe3Hs 2021 p., ocTaTouHUIA Nepeknag, 3 aHrNicbKoi MOBU Ha YKpaiHCbLKY MOBY Big 09 kBiTHA 2021 p.,
OCTaTOUHMIA nepeKknaj 3 aHrnificbKoi MOBM Ha pociiicbky Moy Big 09 kBiTHA 2021 p.; Tekct
€/IeKTPOHHOT O WoAeHHMKa nayieHTa, Bepcia 3.0 Big 12 xxoBTHA 2020 p. aHrNilicbKoOK, YKPAiHCbKOIO Ta
pociiicbkolo moBamviu; LLloaeHHUK naudieHTa, ocTaTouHa pegakuis 1.0 gna Ykpainv Big 30 6epesHsa 2021
p., OCTaTOYHUI nepeksiag 3 aHrIiACbKOI Ha YKpaiHCbKy MOBY Big 20 KBiTHA 2021 p., ocTarouHwii
nepeknag 3 aHrnificbkoi Ha pociicbKy MOBY Big 20 kBiTHA 2021 p.; MNociOHMK KopuctyBaua 3
BUKOPUCTaAHHA eNIeKTPOHHOro woaeHHuka (eDiary) MAA-202, Bepcisa: Bep. 1.0, nepeknageHa Bepcisa
Bia: 04 rpyaeHb 2020 p. (yKpaiHCbKOK MOBOIO), nepeknageHa Bepcia Big: 04 rpyaeHb 2020 p.
(pociiicbkolo MoOBOIO); CneuiasibHe CMNOBIWEHHA €eNIeKTPOHHOro LwoaeHHuka (HaragyBaHHs npo
3aMnoBHEHHs WoAeHHMKa KpoBoTed) Bepcia Bifg: 02 BepecHa 2020 p., nepeknageHa Bepcia Big: 18
BepecHsi 2020 p. (yKpaiHCbKOI MOBOI0), NepeknageHa Bepcia Big: 18 BepecHsa 2020 p. (pociiicbkoto
MOBO10); CKpIiHWOTY WOoAEeHHMKa A1 NauieHTa (ANA 3anoBHEHHS Ha eNeKTPOHHOMY npucTtpoi Patient
Cloud iOS 2020.6.1), pepakuia yKkpaiHCbKOO MOBOI ANA YKpaiHu Big 19 notoro 2021 p., pepaxuis
pociiicbkolo MoBOIO Ans YkpaiHu Big 11 niotoro 2021 p.; 3miHa Ha3BU Micus NPOBeAeHHs KNiHiYHOro
[OCNifKEeHHsA 40 NPOTOKO/Y KAIHIYHOrO gocnimpkeHHsa «focnigpkenHs I/l ha3n, wo npoBoanTLCA 3 METOH
BMBYEHHS (DApPMakoKiHETUYHUX | (hapMakogUHaMIiYHUX BNacTMBOCTEW, a TaKOX OLiHKM 6e3neyvyHocTi i
edheKkTMBHOCTI Map3enTakory anba (aKTMBOBAHOrO) Mpu JlikyBaHHI eni3oguyHUX KPOBOTEY Y NaLEHTIB 3i
CMaKoBMMW NOPYLLUEHHSAMW 3ropTaHHs KpoBi», kog gocnimkeHHs MAA-202, pepakuis Big 19 uepsHs 2020 p.,
NokanbHa nonpaeka 1.0 A0 NPOTOKO/Y KAiHIYHOrO BUNPOOYBaHHA (Nuwie ans Ykpaidu) Big 04 ciuvs 2021 p.;
cnoHcop - «KeTenicT baliocaiieHcus IHkopriopeliten» [Catalyst Biosciences, Inc.], CLUA

3asBHuK - TOBAPVICTBO 3 OEMEXXEHOIO BIAMOBIAANBHICTHO «Ml EC AN-YKPAIHA»

BYNO CTA/O

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

JepxaBHa ycTaHoBa «IHCTUTYT natonorii kpoBi Ta | [epxaBHa ycTaHoBa «|IHCTUTYT Natonorii KpoBi Ta
TpaHcdysiliHoi MeguumHu  HauioHasibHOT akageMii | TpaHcysinHoT MeanumHM HauioHanbHOT akagemii
MeOUYHUX HayK YKpaiHu», BigaineHHA Xipyprii Ta | MeAMyHuUX HayK YKpaiHu», BigAiNneHHs 3araibHol
KNiHiYHOI TpaHcdysionorii, M. /IbBiB Ta remMaronorivyHoi Xipyprii, M. J/1bBiB

2. Bpowypa pgocnigHuKa Ha gocnigKyBaHuii nikapcbkuii 3acié neryetakonsiad (APL2), Bepcis 9.0 Big
07 rpygHAa 2020 p, aHrnificbkolo MOBOIO; [lofaToOK A0 NPOTOKOJ1y K/iHIYHOro BUNpoGyBaHHA APL2-
ALS-206, nonpaBka 3.0 Big 27 nunHa 2020 p. «COVID-19 Addendum 3.1» Big 17 rpyaHsa 2020 p.,
aHrniicbkolo MoBOLO; [LOKYMeHT woao BakuuHauii «Apellis COVID-19 vaccination position» Big 16
rpygHA 2020 p., aHriNCbKOKO MOBOK; Po3apyKoBaHe 300paXeHHA TeKCTYy Bifeo oo nigwKipHol
iHdoy3il, aHrniicbKkolo MOBOMO, YKpPATHCLKUIA Ta pociicbkuii nepeknaz; BkntoueHHs HegocnimKyBaHNX
nikapcbkux 3acob6iB (BakuuH): 1)MpeBeHap 13, cycneHsis gnsa iH’eKuili; BakuMHa NHEeBMOKOKOBa
nonicaxapugHa KoH’loroBaHa (TpUHaauATMBa/IEHTHa, agcop6oBaHa); 1 nonepeAHbLO 3anoOBHEHWIA
wnpuy 0,5 ™MAn A[gnAa  ogHOPA3OBOrO BUKOPUCTAHHA 3 BiAOKpeM/IEHOKW  rosikow. [Ons
BHYTPIilUHLOM’AI30BOro 3actocyBaHHsl. Bupo6Huk - Pfizer Manufacturing Belgium N.V., Belgium; 2)
NMHEBMOBAKC 23, po3uuH g iH’eKuiil y nonepeAHb0 3anOBHEHOMY LNPULi; BaKLUMHA NHEBMOKOKOBa
nonicaxapugHa; 1 nonepeAHbLO 3anoBHeHuii wnpuy 0,5 Mn Ans ogHOPa3OBOro BUKOpUCTaHHA. [ns
BHYTPILUHbOM’A30BOro abo nifgWKipHOro sactocyBaHHs. Bupo6Huk - MERCK SHARP & DOHME B.V.,
THE NETHERLANDS; 3) Bekcepo, cycneHsia gnfa iH’ekuiii y nonepegHb0 3arnoBHEHOMY LUMPUL;
BaKUWHa NPOTM MEHIHFOKOKY ceporpynu B (pekomGiHaHTHa, KOMMOHEHTHa, agcop6oBaHa); 1
nonepenHbLO 3aMOBHEHUI WNpUL, 411 04HOPa30BOro BUKOpucTaHHsA (0,5 M) B KOMNIEKTI 3 ronikamu.
Ana BHYTPiWWHLOM’A30BOro 3actocyBaHHA. BupoGHuk - Glaxosmithkline vaccines S.R.L, Italy; 4)
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HimeHpUKC, NOPOLIOK Ta PO3UMHHUK AJ11 PO3UMHY AN iH’EKUiA y nonepegHbOo 3an0OBHEHOMY LUNPULL;
KoH’loroBaHa BaKuuHa Ans NpodpinakTMkn MeHiHroKOKoBOI iHdpekuii ceporpyn A, C, W-135 ta Y; 1
th1aKkoH 3 MOPOLLKOM B KOMMJIEKTI 3 PO3YMHHUKOM 0,5 M1 y nonepeaHbLO 3anoBHeHOMY wnpuui Nel, 2
ronku. AnAa BHyTPIlWLHLOM’A30BOro 3actocyBaHHsA. Bupo6Huk - Pfizer Manufacturing Belgium N.V.,
Belgium o npoToKo/y KAiHIYHOIO AOCNigKeHHs1 «PaHAoMi30BaHe, MOABIHE cnine, niaueb0-KOHTPOIbOBaHe,
baraToLeHTpoOBe K/iHIYHE [OCNiMKEHHA a3 2 3 MEeTOH OUiHKA eq)eKTUBHOCTI Ta 6e3neyHocCTi
nerueTtakonsiaHy y nauieHTis 3 6iuH1M amioTpodiuHnmM ckneposom (BAC)», ko aocnigpkeHHss APL2-ALS-206,
nonpaska 3.0 Big 27 nunHa 2020 p.; cnoHcop - Anennic ®apmacsioTikasc IHk, CLUA (Apellis Pharmaceuticals,
Inc., USA)

3anBHuK - TOB «BOPIABANA KNIHIKA/ TPAISIC YKP»

3. Bpouypa gocnigHuka EDP-938, Bepcis 3.0 Big 15 rpyaHs 2020 p., aHrnificbkoto moBoto; IHchopmauis
ANA naugieHTa Ta hopma iHpopmoBaHOi 3roan AnA YKpaiHu, aHrniiicbkoo MoBolo, Bepcia 5.0 Big 14
KBiTHA 2021 p.; IHchopmauis ans nauieHTa Ta popma iHhopMOBaHOI 3roau Ans YKpaiHW, YKpPaiHCbKOLo
MoBolo, Bepcisa 5.0 Big 14 kBiTHA 2021 p.; IHchopmauia Ana naudieHTa Ta coopma iHhopmMoBaHoI 3roau
ANA YKpaiHu, pocilicbkolo MoBoto, Bepcia 5.0 Big 14 kBiTHA 2021 p.; IHcdhopmauia Ta dopma
iHbopMOBaHOI 3rogn ANA nauieHTa Ta Oro NMapTHEpPKU Ha 36ip AaHMX NPO IXHIO HOBOHAPOMKEHY
OAVUTUHY Ana YKpaiHu, aHrniicbKo MoBOto, Bepcis 3.0 Big 23 6epesHsa 2021 p.; IHchopmaunia ta popma
iHbopMoOBaHOI 3rogn ANA NauieHTa Ta Oro NapTHEPKU Ha 36ip AaHWX NPO IXHIO HOBOHAPOMKEHY
ANTUHY Ana YKpaiHu, yKpaiHCbKOK MOBOIO, Bepcis 3.0 Big 23 6epe3Ha 2021 p.; IHhopmauis Ta hopma
iHbopMoBaHOi 3rogu AnA nauieHTa Ta MOro NapTHEPKU Ha 36ip faHUX MPO TXHIO HOBOHAPOMXEHY
ANTUHY ANA YKpaiHu, pociiicbkolo MoBoOto, Bepcisa 3.0 Big 23 6epesHAa 2021 p.; IHhopmauis ta choopma
iHcbopMoBaHOI 3rogn AnA nauieHTKN Ta il napTHepa Ha 36ip gaHuX NPo IXHIO HOBOHAPOMKEHY AUTUHY
ANnA YKpaiHu, aHrnilicbkoo MoBoto, Bepcia 3.0 Big 23 G6epe3Hsa 2021 p.; IHdopmauia Ta copma
iHhopMoBaHoOI 3rogu ANA NauieHTKU Ta ii napTHepa Ha 36ip AaHUX MPO IXHI0O HOBOHAPOMKEHY AUTUHY
ANns YKpaiHu, yKpaiHCcbKo MoBolo, Bepcia 3.0 Big 23 6epesHa 2021 p.; IHcdopmauia Ta copma
iHhopMoBaHoOI 3roau ANA NauieHTKU Ta ii napTHepa Ha 36ip AaHUX MPO IXHIO HOBOHAPOMKEHY AUTUHY
ANA YKpaiHn, pociiicbkolo moBoto, Bepcia 3.0 Big 23 6GepesHsa 2021 p.; IHcdopmauis Tta copma
iHhopMoOBaHOI 3roau Asis BariTHOI NapTHEPKU NauieHTa Ans YKpaiHu, aHrniicbko MoBolto, Bepcis 4.0
BiA 23 6epe3Hs 2021 p.; IHchopmauia Ta popma iHpopMoBaHOi 3rogu A/is BariTHOI NapTHEPKU NauieHTa
ANA YKpaiHu, yKpaiHCbKO MoBOlo, Bepcia 4.0 Big 23 Gepes3Hsa 2021 p.; IHdopmauia Tta copma
iHcbopMoOBaHOI 3rogn AnA BariTHOI NapTHEPKX NauieHTa AN YKpaiHu, pociicbKOK MOBOLO, Bepcif 4.0
Big 23 Gepe3Ha 2021 p.; focbe gocnigkKyBaHOro nikapcbkoro 3acooy EDP-938, Bepcisa 6.0 Big 22
Gepe3HA 2021 p., aHr1iIACbKOKO MOBOKO [0 NPOTOKO/Y KAiHIYHOTO A0CMiAKEHHsST «PaHaoMi30BaHe, NoaBiliHe
cnine, nnaye60o-KOHTPOIbOBaHe AOCAiMKEHHS dhasn 2b ans ouiHku npenapaty EDP-938, 10 3aCTOCOBYETLCA
opasibHO ANs  NiKyBaHHA TrOCTPOi  iHQPEKLiT BepXHIX AuXanbHUX LWAAXiB, BUKIMKAHOI pecnipaTtopHo-
CUHUMTIaNIbHUM BipycoM y am@ynaTopHux gopocnux nauieHtis (PCBIM)», kog pgocnigpkeHHs EDP 938-102,
Bepcia 5.0 (rnobasibHa nonpaska 4.0) Big 20 TpasHa 2020 p.; cnoHcop - Enanta Pharmaceuticals, Inc., USA
3anBHUK - ToBapucTeo 3 O6MexeHot BignosigasibHicTio «KoHTpakTHO-JocnigHuubka OpraHisauis IHHogapm-
YkpaiHa»

4. fopaTok Ao npoTtokony 20-AVP-786-306, nonpaBka 1, Bepcis 2.0 Big 30 6epe3Hsa 2021 p.; 3asy4yeHHSA
[AOAATKOBMX Micub NpoBeAeHHA BUNPOOyBaHHA; [lOCbE A[OCAIAKYBAHOrO JiKapCbKOro 3acooy
AVP-786, Bepcia 6.0 Big 04 rpyaHa 2020 p.; NMopoBXeHHA TepMiHY NpUAAaTHOCTI [OCNIgKYBaHOro
nikapcbkoro 3aco6y AVP-786 18wmr | 4,9mr ta AVP-786 42.63 mr/ 4,9mr, kancynu, Ta nnauye6o, no 60
MmicAuiB; 3miHa Ha3BU 3asiBHUKA KAiHiYHOro Bunpoo6yBaHHA 3 TOB «IHC Pecepu YkpaiHa» Ha TOB
«CiHeoc Xenc YkpaiHa» [0 NPOTOKO/Y KNiHIYHOIO AocnifgXeHHs «baraToueHTpoBe, paHfoMi3zoBaHe,
noAgiliHe cnine, nnaue60-KOHTPOIbOBaHe A0CAiMKEHHA ha3n 3 41A OUiHKM eddeKTUBHOCTI, 6e3neyHocTi Ta
nepeHocumocTi npenapaTty AVP-786 (aeyaekctpomeTtopdaHy rigpoopomia [d6-DM]/xiHiguHy cynbdar
[Q]) &nsa nikyBaHHA axuTalii B NaLieHTIB i3 AEMEHLIE asbLreimMepiBCbKoro Tuny», ko4 AocAigpKeHHs 20-
AVP-786-306, Bepcida 1.2 Big 29 kBiTHA 2020 p.; cnoHcop - Avanir Pharmaceuticals, Inc., USA

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

No M.1.B. BignoBiganbHOro gocnigHnKa
n/n Ha3Ba micus NpoBeAEHHS K/TiHIYHOTO BUNPOBYBaHHS
1 4.M.H. Mopo3 C. M.
KomyHasibHe nignprueMcTBO «[JHINponeTpoBCbka obnacHa KiHiyHa sikapHs im. |.l. MeyHukoBa»

[HinponeTpoBCcbkoi o6nacHoi paau, O6nacHWiA UEHTP NCMXOCOMaTUYHMX POo34iniB Ha 6asi
NCUXOHEBPO/OrIYHOro BigaiNneHHs, M. JHinpo

2 K.M.H. Bnaxesuny HO.A.

KomyHanbHe HekomMepuiiHe nianprnemctso «KniHivHa nikapHs «[MCUXIATPIA» BUKOHABYOro opraHy
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KuiBcbkol Micbkol pagu (KuiBCbKOT MICbKOT AepXaBHOI agMiHicTpauii), LieHTp nepBWHHOro
NCUXOTMYHOIO eni3ofy Ta Cy4acHUX MeTofiB JlikyBaHHA, M. KWiB

3 K.M.H. 3akasib K.1O.

KomyHasibHe HekoMepLiiiiHe NignpMeEMCTBO JIbBIBCbKOT 06/1acHOT paan «J1bBiBCbka 06/1acHa KiiHiuHa
ncuxiatpuyHa nikapHa», BigaineHHa Ne20, M. J1bBiB

5. OHOB/EeHNi NPOTOKO KNiHiYHOro gocnipkeHHs, Bepcia 03 Big 07 kBiTHA 2021 poKy aHrnilicbKow
MoBolo; IHhopMauiiHMIA NNCTOK nauieHTa Ta popma iHpopMoBaHoi 3roau, Bepcia 3.0 Big 20 KBITHA
2021 poKy yKpaiHCbKOIO Ta pociiicbkoto moBamu; EQ-5D-3L, AHKeTa cTaHy 340pOB’A, Bepcisa Big 2004
POKY YKpaiHCbKOIO MOBOIO Ans YKpaiHu; EQ-5D-3L, OnuTyBanbHUK WOAO CTaHy 3[4,0POB’A, Bepcia Bif,
2006 poKy pociiicbkolo MOBOKW Ans YkpaiHn; TSQM-9, CkopouyeHa aHKeTa Ha BCTaHOBJ/IEHHSA
3a10BOJ/IEHOCTI Megu4YHUM npenapaTtoM, Bepcia Big 2007 poKy YKpaiHCbKo MoBOK; TSQM-9,
CKOpOUeHunii ONUTYBaJIbHMK LWOA0 3a10BO/IEHOCTi 3aCTOCYBaHHSA NiKapCbKOro npenapary, Bepcis Big,
2007 poOKy pPOCIICbKOIO MOBOIO [0 MPOTOKONY KAiHIYHOrO AochigXeHHs «MibkHapoaHe, 6araToueHTpoBe,
paHAomi3oBaHe, NoAgiliHe cnine, nnayebo-KOHTPOIbOBaHE AOCAIMKEHHSA hasn 3 B NapasiesibHuX rpynax y
nauieHTiB i3 peunanBHmMm hopMamm poscisiHoro ckneposy (PPC) ans ouiHkn eddeKTUBHOCTI, 6e3neYHocCTi Ta
nepeHoCMMOCTI rnatupamMepy auertarty geno, BHYTPILHbOM'A30BOI iH'EKLiT NPOMOHrOBaHOI Aji, ika BBOAUTLCA
OAMH pa3 KOXHi YoTUpY TWXKHI» , kog, gocnimkeHHs Mapi GA Depot Phase lll - 001, Bepcisa 01 Big 01 KBiTHA
2019 poky; cnoHcop - Mapi Pharma Ltd., I3painb

3aaBHuUK - TOBAPUCTBO 3 OBMEXEHOK BIAMNOBIJAJIBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

6. 3miHa Ha3Bu 3asBHUKA KJiHiYHOro BunpoGyBaHHsa 3 TOB «IHC Pecepu YkpaiHa» Ha TOB «CiHeoc
Xenc YkpaiHa»; BK/1IOUE€HHA A0[AaTKOBUX MiCLb NpoOBeAeHHS K/iHIYHOro BMNpoGyBaHHA; OHOBNEHe
Jocbe pocnigKyBaHOro nikapcbkoro 3acody CT-P42, Bepcisa 2.0 Big 11 ntotoro 2020 p. 40 NPOTOKOY
KNiHiYHOro gocnimpkeHHs «PaHaoMi3oBaHe, KOHTPO/IbOBaHE 3a aKTUBHUM MpenapaTtoMm, NoABiiiHe MacKoBaHe
AocnimpKeHHs dhasn 3 B napanefibHuX rpynax 3 OuiHkM eddeKTMBHOCTI Ta 6e3neyHocTi npenapaty CT-P42 y
MOPIBHAHHI 3 NpenapaTtom Alinis y nauieHTiB 3 giabeTUYHUM MakynsapHUM Habpsakom», Kog focnigxkeHHs CT-
P42 3.1, Bepcia 1.0 Big 22 xoBTHA 2020 poky; cnoHcop - «CenntpioH, IHK.» (Celltrion, Inc.), Pecny6nika Kopes
3asBHUK - TOB «CiHeoc Xenc YkpaiHa»

No MN.1.B. BignoBsiganbHOro gocnigHuka
n/n Ha3ga Micus npoBefeHHS KiHIYHOro BUNpo6yBaHHS
1 O.M.H., npodh. CeprieHko A.M.
MeguuHnii LeHTp ToBapucTBa 3 OOMEXEHOW BiAMNOBiJaNbHICTIO «OdhTasibMoIOriYHa  KAiHiKa
npocpecopa CeprieHka», M. BiHHMUSA
2 O.M.H., npody. 3aBropogHs H.T.
MeanyHuii ueHTp ToBapncTBa 3 06MEXEHOI BIANOBIAa/LHICTIO «Bi3yc», M. 3anopixks

7. OHOB/EHUIA NPOTOKON KNiHIYHOro Bunpo6ysaHHa M14-031 3 iHkopnopoBaHOK AAMiHICTPATUBHOO
3miHoto 1 i MonpaBkoto 0.01 (Tinbkn Ana ®paduii), Micuesoto MonpaBkoo 1 Ana AnNoHii Ta
Fno6anbHumu MonpaBkamu 1, 2, 3, 4, 5, 6, 7 Ta 8 Big 16 rpyaHAa 2020 poky; IHhopmauis gnAa nauyieHTa 1a
iHbopMoBaHa 3roga Ha y4yacTb Y HAyKOBOMY focnigxeHHi, Bepcifi 9.1 ana YkpaiHu Big 02 uepsHs 2021
POKy, YKpPAIHCbKOIO Ta pocilicbkoto MoBamu; LLloaeHHUK nauieHTa, Bepcia Big 16 rpygHa 2020 poky,
YKPAiHCbKOIO Ta POCIiICbKOKD MOBaMu [0 MPOTOKO/Y KAiHIYHOrO BUNPOOYBaHHSA «baraToueHTpoBe,
paHAomi3oBaHe, NoABiliHe caine AocnimkeHHst dhasn 3, y SkoMy BMBYAETLCS GOPTE30MIO Ta AekcameTasoH Y
KOMOiHaLji 3 BeHeTokNnakcom abo nnauebo y nauieHTiB 3 peunamBHO abo pedipakTepHO MHOXMHHOK
MIENIOMOLO 3 YYTNIMBICTIO A0 iHriGITOPiB NpoTeacom abo y NauieHTIB, ki HE OTPUMYBaIN NiKyBaHHS iHriGiTopaMu
npoTeacom», Koa gocnigpkeHHa M14-031, 3 iHkopnopoBaHo AAMiHICTpaTMBHOW 3MiHOM 1, Monpaskoto 0.01
(Tinekn ana ®paHuir), Micuesoto Monpaskoto 1 ansa AnoHii Ta FnobdansHumm Monpaskamu 1, 2, 3, 4,5,6 1a 7
Big 20 kBiTHA 2020 poky; cnoHcop - E66BI IHk, CLUA / AbbVie Inc., USA

3anBHuK - «EB6BI BiothapmachkoTikan3 TM6X», LLseliLapisa

8. 3anyueHHA gopaTKOBUX MiCUb MPOBEAEHHA KNiHIYHONO BMMNPOOYBaHHA [0 MPOTOKO/Y K/IiHIYHOMO
pocnipxkeHHs «JocnigpkeHHs hasn 2 3 BUB4EHHSA eddeKTMBHOCTI Ta 6e3neyHocTi Tucnenisymaby (BGB-A317),
MOHOK/IOHa/IbHOrO aHTUTINa Ao PD-1, y noegHaHHi 3 npenapaTtom BGB-A1217, MOHOK/IOHa/TbHUM aHTUTISIOM
0o TIGIT, abo 6e3 HbOro B NaLiEHTOK 3 peunamnBytoumMmM abo MeTacTaTMYHUM PaKOM LUNIAKA MaTKK, SKi paHilie



OTpUMYyBasIN NiKyBaHHS 3 NPUBOAY AaHOro 3axXBOptOBaHHS», kog, gocnipkeHHs BGB-A317-A1217-202, Bepcis
0.0 Big 04 BepecHst 2020 poky ; cnoHcop - BeiGene, Ltd. c/o BeiGene USA, Inc., CLUA

3asaBHNK - TOBAPWCTBO 3 OBMBEXEHOK BIAMNOBIJANIBHICTIO «®APMACBIOTIKANT PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

No MN.1.B. BignoBsiganbHOro gocnigHuka
n/n Hasga Micus npoBefeHHS K/iHIYHOro BUNpPo6yBaHHS
1 K.M.H. Agamuyk I".A.
KomyHanbHe nignpvemcTtBo «KpuBOPI3bKUA  OHKOMOTYHWIA  AvcnaHcep»  [HiNponeTpoBCbKOI
obnacHoi pagu», ximioTepanesTuyHe BiaAgineHHs, M. Kpusuii Pir
2 4.M.H. CBiHUjiubknii B.C.
HaujioHanbHUA IHCTUTYT paky, HayKOBO-A0C/iAHE BiA4I/IEHHS] OHKOTIHEKOOTIT , M. KniB
3 nikap CiHenbHikoB 1.B.
KomyHasibHe MigNpMEMCTBO «BOMHCLKMIA 06NacHWiA MeAnYHWIA LIeHTP OHKOMOTrii» BOMMHCBKOI
06/1acHOI paauy, OHKoNoriYyHe XiMioTepaneBTUYHE BiaiIeHHsA, M. JIyLbK
4 K.M.H. Cymuos A.T.
KomyHasibHe HekomepuiiHe nignpnemctBo CymcbKoi 061acHOT paan CyMcbkuiA 061aCHW KNiHIYHWIA
OHKOJIOTIYHWI gMcnaHcep, OHKOTMIHEKOOriYHe BigaineHHs, M. Cymu
5 K.M.H. ¥Ypcon .M.
MpuBaTHe NIANPMEMCTBO MNpMBaTHA BUPOGHMYA ipMa «AUMHYC», AiKyBaslbHO-AiarHOCTUYHWIA
LEeHTp, M. KponuBHULBKNIA
6 O.M.H., npody. YepHoban A.B.
KomyHanbHe nignpueMcTBO «lONTaBCbKUI 06MACHWIA  KNIHIYHWIA  OHKOMOFIYHWIA  AMcnaHcep
MonTaBCcbKOi 061acHOi paan», XiMioTepaneBTMYHE BigAieHHs, M. MonTasa
7 O.M.H. Wawmpaii B.A.
KomyHanbHe HekoMepuiiHe nignpueMcTBO  «MOAINbCbKUIA  perioHaslbHUIA  LEHTP  OHKONOriT
BiHHMUBKOT 06/1ACHOT pagmn», BigdineHHs ximiotepanii, M. BiHHMUSA

9. BK/IOUEHHA A0AATKOBUX MicLb NpoBefeHHA BUNPOOGYBaHHSA [0 NPOTOKO/Y KNiHIYHOIo BUNPOOYyBaHHSA
«PaHgowmizoBaHe, noagiliHe cnine, nnaueb60-KOHTPOIbOBaHe A0C/iAXEHHS dha3mn 2 ANs OLiHKM eDeKTMBHOCTI,
6e3MneYyHoCTi, NepeHoCcMMOoCTi, hapMakoKiHETUKN Ta 6i0I0NYHOT aKTUBHOCTI openabpyTuHIOy y nauieHTiB i3
peunanByovO-peEMITYIOUUM PO3CISHUM CKNepo30M», kog, gocnimpkeHHs ICP-CL-00112, sepcis 3.0 Big 09 ciuHA
2021 poky; cnoHcop - InnoCare Pharma, Inc., USA

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

No M.1.6. BignoBigasibHOro AocnigHMKa

n/n HasBa Micusi NnpoBeAEeHHS K/IiHIYHOrO BUNPO6YBaHHS

1. nikap Mpuwena B.B.

KomyHasibHe HekomepuiiHe nignpnemctBo «ObnacHa KniHidHa nikapHs im. O.®. NepbayeBCbKOro»
XKuTommpcbKoi 061acHOi pagm, HEBPOJIOTIYHE BiAAIIEHHS, M. XKUTOMUp

2. O.M.H., npod. Herpuy T.1.

KomyHasibHe HekomepLiiHe nignpremcTBo JIbBIBCHKOT 06/1aCHOT paan «/IbBiBCbka 06/1acHa KiHiYHa
niKkapHsi», HEBPOJIOriYHEe BiAAINEHHSs, JIbBIBCbKWIA HaLiOHaNIbHUA MEAWYHWIA YHIBEPCUTET iMEHI
Janvna Manvubkoro, kadeapa HeBponorii, M. /IbBiB

3. O.M.H., npod. Ko3boskiH O.A.

KomyHanibHe HekomepuiiHe nignpuemctBo «Micbka nikapHs Ne6» 3anopi3bkKoi MiCbkOi pagw,
BiAAINEHHS OEHHOro crtauioHapy MOAiKNIHIYHOIO BigAiNeHHs ANS HafaHHsa BTOPUHHOIO PiBHSA
MeAMYHOT A0MOMOru, M. 3anopiXks

4, O.M.H., npody. Cokonosa J1.1.

MeanyHuin LUEeHTp TOoBapuCTBa 3 0OMEXEeHOK BignoBiganbHICTIO «Meabya-KniHik», nikyBasbHO-
npocpinakTMyHMiA Nigpo3ain, M. Knis

5. O.M.H., Npod., yneH-kop. HAMH Ykpainn O35k J1.A.

MeanyHUin LeHTP JHINPOBCLKOro AepXXaBHOIO MeANYHOro yHiBepcuteTy, JHINPOBCLKNIA AepXaBHNIA
MeAMYHUI YHiBEPCUTET, Kadoeapa HePBOBUX XBOPOO Ta Helpoxipyprii hakynbTeTy NicnagunIoMHoOT
OCBITU, M. [IHINpO

6. K.M.H. Umunp I"'.C.

KomyHanbHe HekoMmepuiiHe nignpuemctBo «O6nacHa KiiHiYHa fikapHa 1BaHO-®paHKiBCbKOT
06/1acHOI paan», HeBPOOrivyHe BiAAdiNEeHHS 3 LLEHTPOM PO3CiTHOIO CKNepo3y, M. IBaHO-PpaHKiBCbK




10. IHhopmauia ana naugieHta Ta doopma iHopMoOBaHOI 3rogu, octaTouHa pegakuia 2.1 ana YkpaiHu
Bif, 26 6epe3HA 2021 p., ocTaTOUHUIA NepeKnag 3 aHriliCbKOI MOBU Ha YKpaiHCbKY MOBY Bif 05 KBiTHS
2021 p., nepeknag 3 aHrNiicbKoi MOBU Ha POCilicbky MOBY Ans YkpaiHu Big 05 KBiTHA 2021 p.;
Bk/lOUEHHA A0AATKOBUX Miclb NPOBeAEHHA KNIHIYHOrO [OCHiMKEHHA [0 MNPOTOKO/Y KNiHIYHOIo
JocnigpkeHHs «baratoueHTpoBe, paH4oMi30BaHe, NoABIHO chine, naueb0-KOHTPO/IbOBaHE AOCIMKEHHS Il
hasun, sike NPOBOAMTLCA 3 METOK OUiHKM npenapaty GB004 npu NikyBaHHI 4OPOCANX NALUEHTIB i3 IErKUM i
CcepefHbOTSXKKMM Mepebirom BvpPa3KkoBOrO KONITY B akTWMBHIW hopmi», Kog pocngbkeHHs GB004-2101,
pegakuia 2.0, Monpaska 1.0, Big 21 xo0BTHA 2020 p.; cnoHcop - «xnbi 004 IHkopnopeliteg» [GB004, Inc.],
CWA

3asBHIK - TOBAPUCTBO 3 OEMEXEHOIO BIAMNOBIAANBHICTHO «Il EC AN-YKPAIHA»

Ne MN.1.6. BigNoBiAa/IbHOrO AOCNiAHMKA

n/n HasBa micus NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS
1 O.M.H., npodd. CKpUnHuK .M.
KomyHanbHe nignpneMcTBo «lMontaBcbka obnacHa KiiHidHa nikapHs im. M.B. CknighocoBcbKoro
MonTaBCbKOi 06MacHOi pagmn», 061acHWiA racTPOEHTEPOIONYHNIA LUEHTP, YKpaiHCcbka MeanyHa
cToMaTo/10rivyHa akafeMis, kadeapa BHYTPiLWHLOT MeanunHm Nel, m. MNMonTasa
2 O.M.H., npodp. CTtaHichaBuyk M.A.
KomyHanbHe HekomepLiliHe NignpnemcTBo «BiHHULbKa 061acHa KniHivHa nikapHs iM. M.1. Muporosa
BiHHMLbKOT 06nacHoi Pagmn», o6nacHuii cnewjianiaoBaHWUii KMiHIYHUIA raCTPOEHTEPOOTIYHNI LEHTP,
M. BiHHMUS

11. AopaTok 1.0 Big 01 kBiTHA 2021 poky Ao Bpolwypu gocnigHuka ansa BAT2506, BuaaHHa 3.0 Big 31
nnnHsa 2020 poKy 40 NPOTOKOAY KAiHIYHOro focnigpkeHHs «baraToueHTpoBe, NoABiliHe c/ine, paH4oMi30BaHe
OOCNIMKEHHA Yy napanesibHUX rpynax 3 MEeTOK BU3HAYEeHHS e(pekTMBHOCTI Ta 6e3nedyHoCTi npenapary
BAT2506 y nopiBHSAHHI 3 Simponi® B y4YaCHWUKIB 3 aKTUBHUM MCOpPiaTUYHMM apTPUTOM», KOA AOCAIAKEHHS
BAT-2506-002-CR, Bepcisi 2.0 3 nonpaskoto 1.0 Big 10 nuctonaga 2020 poky; cnoHcop - «bio-Tepa ContoLLH3,
Nta.», Kntali / Bio-Thera Solutions, Ltd., China

3asaBHUK - TOB «IMAPEKCE/1 YkpaiHa»

12. bpolypa gocnigHuka (gocnimKyBaHuii nikapcbkuii 3aci6 lnonepugoH (VYV-683)), BugaHHs 15 Big
28 x0BTHs 2020 pOKy, aHr/1iiCbKOO MOBOLO. [lOCbE A0CAiIAKYBAaHOIO NiKapCbKOro 3acoly lnonepugoH
(VYV-683), Bepcia 05 Big 23 kBiTHA 2021 poKy, aHrnilicbkolo MoOBO. [MOAOBXeHHs TepMiHy
npuaaTHOCTI [OCiAKYBaHOro nikapcbKoro 3aco6y lnonepugoH (VYV-683) kancynu 1 mr, 3 mr, 6 mr, 9
Mr Ta 12 mr Ta nnaue6o o 12 micAuis. OHOBNEHI 3pa3ku OCHOBHOIO MapKyBaHHSA AOC/iAKyBaHOro
nikapcbkoro 3aco6y lnonepugoH (VYV-683), Bepcis 3.0 Big 05 TpaBHsA 2021 poKy, yKpaiHCbKOKO MOBOIO;
MoaoBXeHHA TPUBAJOCTI K/iHIYHOro BUNPoOyBaHHA B YKpaiHi Ao 18 tpaBHA 2022 poKy. 3anyueHHA
[OAATKOBMX Micub MPOBeAEHHA K/IHIYHOro BUMNPOGYBaHHA [0 NPOTOKOMY KMiHIYHOIO AOCNiAXEHHS
«baraTouUeHTpoBe paHAoMi3oBaHe MoABiiHe crine nnauebo-KOHTPO/IbOBAHE AOCAIMKEHHA ANS1 OLHKM
edheKTMBHOCTI Ta 6€3NeYHOCTi i1onepuaoHy, L0 3aCTOCOBYETLCS MPOTATOM 4 TUXHIB Y NliKyBaHHI NaUEHTIB i3
rOCTPYMMW MaHiakaJlbHMMU emni3ogamMu, NoB’A3aHMMKM 3 6INOSAPHUM po3nagom | Tuny», Kkog, gocnigpkeHHs VP-
VYV-683-3201, 3 nonpaskoto 2 Big 27 ciyHsA 2020 poky; cnoHcop - «BaHaa ®apmacbkioTikans, IHk.» (Vanda
Pharmaceuticals Inc.), CLUA

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

No M.1.6. BignoBiga/ibHOro AocnigHMKa

n/n Ha3Ba Micus npoBefeHHS KiHIYHOro BUNpPo6yBaHHS

1 O.M.H., npod. CKkpunHikos A.M.

KomyHasibHe nignpruemcTBo «O61acHUin 3aknag, 3 HagaHHs ncmxiatpuyHoi gonomoru MoataBcbKol
o6nacHoOi pagw», XIHOYe TOCTpe 3arasibHoncuxiaTtpuyHe BigAiNeHHA 5-6, 4osoBide rocTpe
3aranibHorncuxiaTpuyHe BigAiNIeHHA 2-a, YKpalHCbka MeAnyHa CcToMartosioriyHa akanemis, kadpegpa
ncuxiarpii, HapKoorii Ta MeAnyHol ncnxonorii, M. NonTtaesa

2 B.0. gupekTopa Muxaiintokosmy O.K.

KomyHanilbHEe HekoMepuiiiHe nignpueMmcTBo «Opecbka o6riacHa ncuxiaTpuyHa nikapHa No2»
Opecbkol ob6nacHoi pagu, BigaineHHst Nel6, Ogecbka 0611., JIMMaHCbKWIA p-H, ¢. OnekcaHapiska

13. OHOBNEHWI NPOTOKOJ1 KNiHIYHOrO BUNpoGyBaHHA, Bepcia 3 Big 03 6epesHa 2021 p.; OHoBMeHa
dopma iHhopmoBaHoOiI 3rogn, Bepcia 2.0 gna YKpaiHM YKpaiHCbKOK Ta POCiiCbKOK mMoBamu Big, 12
TpaBHs 2021 p. Ha ocHoBi malictep-Bepcii chopmu iHhopmoBaHoi 3rogu ans gocnigkeHHs GO42661,



Bepcia 3, Big 02 6epe3HAa 2021 p.; 3pasku ekpaHis onutyBasibHUKa EORTC QLQ-BIL21, Bepcisa 1.0,
YKpaiHCbKOI Ta pociificbkolo MoBamu; 3pasku ekpaHiB onutyBasibHuka EORTC IL77, Bepcia 1.0,
YKpaiHCbKOI Ta pociiicbkolo MoBamu; 3pasku ekpaHiB onutyBasibHuka EORTC QLQ-C30, Bepcis 1.0,
YKpPaiHCbKOIO Ta pocilicbkolo MoBaMu; 3pasku eKpaHiB ONMUTyBa/ibHMKa 3ara/ibHOro BpaXeHHA
nauieHTa npo 3miHy cTtaHy Ta ii BaxxnuBicTb (PGl Cl), Bepcis 1.0, ykpaiHCbKOIO Ta POCiiiCbKOIO MOBaMu;
3pa3ku ekpaHiB ONMUTYBa/IbHUKA 3araJlbHOr0 BpPaXeHHs nauieHTa npo CTyniHb TAXKOCTI
3axBoptoBaHHA (PGl S), Bepcia 1.0, yKpaiHCbKOKO Ta pOCiliCbKOl0 MoBaMu; 3pas3Ku €eKpaHiB
onutyBasibHUKa NCI PRO-CTCAE Site Form, Bepcis 1.0, yKpaiHCbKOIO Ta POCiliCbKOI0 MOBamMu; 3pa3Ku
eKkpaHiB onutyBanibHUKa NCI PRO-CTCAE Subject Form, Bepcia 1.0, yKpaiHCbKOIO Ta POCIliCbKOI
MoBamu; 3pasku ekpaHiB onutyBasibHuUKa Other Subject Facing Text, Bepcis 1.0, ykpaiHCbKOIO Ta
pOCilicbKO0 MOBaMun A0 NPOTOKOAY KAIHIYHOro AochimpKeHHs «PaHaomizoBaHe, noAgiiHe cnine, nnauebo-
KOHTpO/iboBaHe, dhasu |l ocnigKeHHs1 3aCToCyBaHHs aTe30/i3ymady y noefHaHHi 3 6eBalmlymadbom abo 6e3
6eBaum3ymady y KoMbiHaLi 3 yucniIaTMHOM Ta remMunTabiHoOM y NauieHTiB i3 paHille HenikoBaHUM NOLWNPEHNM
pakom OGinliapHOro TpakTy», Koh JocnimkeHHs GO42661, sepcia 2 Big 07 xoBTHa 2020 p.; cnoHcop -
®.XohdmaHH-/15 Pow J1Ta, LBeiuapis

3aaBHUK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAA/ILHICTIO «Pow YkpaiHa»

14. BK/IIOUEHHA [O[ATKOBOrO MicUsA MNPOBEAEHHA KIiHIYHOrO BUNPOGYBaHHA; ONUTyBaJIbHUK
«ABQOL» pgnsa YkpaiHu, BanigoBaHuii 03 notoro 2021 poky, YKpaiHCbKOKO MOBOK; OnNuUTyBaJIbHUK
«ABQOL» gnsa YkpaiHu, BanigoBaHuii 08 rpygHa 2020 poky, pocilicbkolo moBowo; IHhopmauia ana
nauieHTa, WO Oyae HagaBaTUCA Ha e€/1IeKTPOHHOMY npucTtpoi «ARGX-113-1904_1905_(A-1458-
0004_5)_Subject Facing Screen Report_Ukrainian (Ukraine)», Bepcia 1 Big 04 G6epe3Ha 2021 poky,
YKpaiHCbKOIO MOBOIO; IHthopmauisa Ana nauieHTa, Wo 6yae HagaBaTUCA Ha eIeKTPOHHOMY NMPUCTPOT
«ARGX-113-1904_1905_(A-1458-0004_5)_Subject Facing Screen Report_Russian (Ukraine)», Bepcisa 1
Big 07 ciuHa 2021 poKy, poCiiCbKOO MOBOK [0 MPOTOKOMY K/iHIYHOrO AOoCNigKeHHs «Bigkpute
baraToLeHTpoBe NPOAOBXeHHA pocnimpkeHHa ARGX-113-1904 ana BMBYEHHA 6e3NeYHOCTi, NepeHOCUMOCTI
Ta edpekTvBHOCTI npenapaty EdprapTirimoga PH20 ans nigwkipHOro BBEAEHHA Y NAUiEHTIB 3 NMyXUpYaTKo
(ADDRESS+)», kog gocnimkeHHsa ARGX-113-1905, sepcis 2.0 Big 05 ntotoro 2021 poky; CNOHCOP - apyKeHKC
BB, Benebria / argenx BV, Belgium

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

No MN.1.6. BignoBiganbHOro gocnigHnKa

n/n HasBa micus NpoBeAEHHS KNiHIYHOTO BUNPOBYBaHHS
1 O.M.H., npod. AroatoH A L.
KomyHasibHe nignpremctso «O61acHMiA LIKIPHO-BEHEPONOTIYHNIA AncnaHcep» JHiNponeTpoBChKOi
obnacHoi pagw», AEHHUI cTauioHap MOAIKNIHIYHOIO BiAAINEHHS, [HINPOBCHKUI AepXaBHWIA
MeVYHWNI YHIBEPCUTET, Kadiedpa LLUKIpHUX Ta BEHEPUYHUX XBOPO6, M.JHINpo

15. OHoBNeHuUii NPOTOKON KniHiuHOro pocnipxeHHs INS1007-301, Bepcis 4.0, nonpaBka 1 Big 12
GepesHs 2021 p., aHrnilicbkoto MoBoto. IHhopMauis ans naudieHTa i popma iHchopmoBaHoi 3roau ans
YKpaiHu, aHrnificbkoo MoBOIO, Bepcis 2.0 Big 28 kBiTHA 2021 p. IHopMmauia anAa nauieHTa i hopma
iHbopMoBaHoI 3roaun ANnA YKpaiHu, yKpaiHCbKOI MOBOIO, Bepcis 2.0 Big 28 kBiTHA 2021 p.; IHchopmauin
Ana nauieHta i popma iHchopmoBaHOi 3roan anAa YKpaiHu, pociiicbkolo MoBOlO, Bepcis 2.0 Big 28
KBIiTHA 2021 p.; IHhopmauia Ta chopma iHpopmoBaHOI 3roau Ha 36ip AaHUX NPO BariTHY NapTHepPKY
nauieHTa i HOBOHaAPOMKEHY ANTUHY A1 YKpaiHW, aHrNilicbKolo MOBO1O, Bepcis 2.0 Big 28 kBiTHA 2021
p.; IHchopmaunia Ta cpopma iHpopmoBaHOiI 3rogm Ha 36ip AaHUX NPO BariTHY NapTHEPKY nauieHTa W
HOBOHAPOMKEHY AUTUHY ANA YKpaiHW, YKpaiHCbKOK MOBOlO, Bepcia 2.0 Big 28 kBiTHA 2021 p.;
IHchopmaunia Ta cdopma iHhopMmoBaHOI 3rogu Ha 36ip gaHUX NMPO BariTHY NapTHeEpKy nauieHTa i
HOBOHApPOKEHY AUTUHY ANA YKpaiHWu, pocilicbkoo mMoBoOlo, Bepcia 2.0 Big 28 kBiTHA 2021 p.;
IHchopmauia Ta chopma iHhopmoBaHOI 3rogn Ha 36ip AaHMX NPO BariTHY NayieHTKy, it napTHepa Ta iXHI0
HOBOHaApPOKEHY AUTUHY ANs YKpaiHu, aHrnificbkoo MoBow, Bepcis 2.0 Big 28 kBiTHA 2021 p.;
IHchopMmauis Ta hopma iHchopmoBaHOT 3roamn Ha 36ip JaHMX NPOo BariTHY NauieHTKyY, i NapTHepa Ta IXHIo
HOBOHapPOMKEHY AUTUHY ANA YKpaiHW, YKpalHCbKOK MOBOIO, Bepcia 2.0 Big 28 kBiTHA 2021 p.;
IHcbopmauia Ta chopma iHopmoBaHOI 3roan Ha 36ip AaHMX NPO BariTHY NauieHTKy, It napTHepa Ta IXHI0
HOBOHapPOKEHY AUTUHY ANA YKpPaiHW, pociicbKolo MOBOIO, Bepcif 2.0 Big 28 kBiTHA 2021 p.; Bpowypa
pocnigHuka BpeHcokartio (INS1007), Bepcis 5.0 Big 22 6epe3Hs 2021 p., aHIiACbKOI0 MOBOIO; DiHa/IbHI
3pa3ku 300paxeHb BasligoBaHOi wkKanu: EQ-5D-5L AHKeTa wopo crtaHy 3popob’s lMepeknag Ha
yKpaiHCbKy MoBY anf YkpaiHu (Ukrainian version for Ukraine), enektpoHHa Bepcifa 1 Big 02 6epe3Hs
2021p.; PiHanbHI 3pa3kn 300paxeHb BaigoBaHOi wWKanu: EQ-5D-5L OnuTyBaZlbHUMK MpPO CTaH
30,0pOB’sl BepcCif pocilicbKolo MoBoIo aAnA YKpaiHu (Russian version for Ukraine), enektpoHHa Bepcifa 1
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Big 08 notoro 2021p.; PiHanbHi 3pa3ku 306paxeHb LLloageHHMKa [03yBaHHA YKpPAiHCbKOK MOBOIO A1
YKpaiHu, enekTpoHHa Bepcis 1 Big 22 nwoTtoro 2021p.; ®iHanbHi 3pa3skn 300paxeHb LoaeHHuUKa
[03yBaHHsA POCIiCbKOKO MOBOLO A/ YKpaiHu, efieKTPoHHa Bepcia 1 Big 22 ntotoro 2021p.; diHanbHi
3pasku 306paxeHb TxHeBOro woaeHHUka BEST ykpaiHCbKOO MOBOIO, e/IeKTPOHHA Bepcia 1 Big 26
nmoTtoro 2021p.; ®PiHanbHi 3pasku 306paxeHb TuxkHeBOro wopeHHuka BEST pociiicbkoo MOBOIO,
eneKTpoHHa Bepcia 1 Big 22 niotoro 2021p.; diHanbHi 3pa3ku 306paXeHb TepMiHOBOro NOBiAOMMIEHHA
YKpaiHCbKOI0 MOBOIO, eNneKTPpoHHa Bepcia 1 Big 09 notoro 2021p.; PiHa/bHIi 3pa3ku 306paXeHb
TepmiHOBOro NOBiAOMJ/IEHHA POCIACHLKOI0 MOBOIO, e/IeKTPOHHA Bepcia 1 Big 11 notoro 2021p.; 3paskn
306paxeHb pgopatky Medidata Patient Cloud Android 2020.1.0/i0S 2020.1.0, yKpaiHCbKOIO MOBOHIO,
Bepcia 2.2; 3pa3ku 300paxeHb popatky Medidata Patient Cloud Android 2020.1.0/i0S 2020.1.0,
pocilicbkolo MOBOI, Bepcia 2.3; 3pa3ok [MoBigoMneHHA WoAo KOH(iAEeHLIAHOCTI, YKpaiHCbKOIO
MOBOIO, Big 30 BepecHsi 2016p.; 3pa3ok MNoBigoMneHHs woao KoHoiaeHUiHOCTI, pocilicbKol MOBOLO,
Big 30 BepecHs 2016p.; 3pa3ok YMOB BukopuctaHHA — Patient Cloud, ykpaiHCbKOO MoOBolo, Big 11
X0oBTHS 2013p.; 3pa3ok YMoB BukopuctaHHs Patient Cloud, pociiicbkoto MOBO10, Bif, 11 X0BTHA 2013p.;
3pas3oK IHCTpYKUIT Wwoao BUKOpPUCTaHHA [MnaHWeTHOro Tecty Ha BariTHicTb OSOM, ykpaiHCbKOK
MOBOI0, pepa. 3135-1, 12/12; 3pa30oK IHCTPYKLii w000 BUKOpPUCTaAHHA MNMNaHWeTHOro TecTy Ha BariTHICTb
OSOM, pociiicbkoto moBoto, pea. 3135-1, 12/12; 3pa3ok J/inctka-Bknaguiia (yKpaiHCbKOKO MOBOIO) A0
KaceTHOro ekcnpec-tecTy Ha BariTHiCTb, WO 6a3yeTbcs Ha BusHavyeHHi XIJ/1 (y cupoBartui
Kposi/nnasmilceui), BUpoO6HUK SureScreen Diagnostics, BenukoGpurtaHisa, Homep RP5245300, pata
Ha6paHHA 4YnHHOCTI 08.12.2017p.; 3pa3ok IHCTPYKLii WOA0 BUKOPUCTAHHA (POCiliCbKOIO MOBOIO) A0
KaceTHOro ekcnpec-TecTy Ha BariTHiCTb, WO 6a3yeTbCcA Ha BusHaveHHi XI/1 (y cupoBartui
Kposi/lnna3milceui), BUpo6HUK SureScreen Diagnostics, BenukoG6puTaHisa, nepeknag Big 12 ciunsa 2021
POKy, Aata HaGpaHHA YMHHOCTI 08 rpyaHa 2017p.; 3pas3ok IHCTPyKLUii A0 KaceTHOro tecty cedi Ha
BariTHicTb Instant-View, ykpaiHcbkolo MoBoto, 33-2482 Bepcia L 071816; 3pasok IHCTpyKuii ao
KaceTHoro Tecty cedi Ha BariTHicTb Instant-View, pociiicbkolo moBoto, 33-2482 Bepcia L 071816 1o
NPOTOKO/Y KMiHIYHOTO AocimkeHHs «PaHgomizoBaHe noBiiiHe ciine nnaue60-KoOHTPO/IbOBaHE A0CAIAKEHHS
hasn 3 pna ouiHKM  edpekTMBHOCTI, 6e3neyYyHoCTi Ta nepeHocumocTi npenapaty bBpeHcokartio, Lo
3aCTOCOBYETLCA OAMH pa3 Ha AeHb BNPOAOBX 52 TUXHIB y NaLieHTIB i3 HEMYKOBICLMA03HUM BPOHXOEKTa30M -
pocnipkeHHs ASPEN», kog gocnimpkeHHs INS1007-301, sepcisa 1.0 Big 31 ivnHa 2020 p.; cnoHcop - «lHemep,
IHkopnopeliteg», CLUA (Insmed Incorporated, USA)

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

16. IHchopmauniiHuin 6oneTeHb Ana nauieHta "lMporpama KniHiyHuX gocnigkeHb "YELLOWSTONE"
npu nikyBaHHi xsopoou KpoHa" (Advocacy Fact Sheet), pegakuis 3 yKpaiHCbKOIO MOBOIO AN YKpaiHU
Bif, 25 >x0BTHA 2020 p., peaakLis 3 pocilicbKolo MOBOIO A/1s1 YKpaiHu Bif 25 XoBTHSA 2020 p.; IHCTPYKLiA
3 HagaHHA iHopmoBaHOI 3rogM "Bawa IHCTPyKUisi 3 HagaHHA iHcopmoBaHoi 3rogu” (Flipchart),
peaakuif 3 ykpaiHCbKOK MOBOLO A1 YKpaiHu Big 25 )oBTHA 2020 p., pepakuisa 3 pociiicbkolo MOBOLO
ANA YKpaiHu Big 25 oBTHA 2020 p.; Bpouwypa ansa nauieHta "MoBHOLUIHHE XUTTA 3 XBOpPo601o KpoHa.
3HaiiomcTBO 3 nporpamoto "YELLOWSTONE" (Patient Brochure), pegakuis 3 ykpaiHCbKOI0 MOBOLO AJisi
YkpaiHu Big, 25 )0oBTHA 2020 p., pegakuia 3 pocilicbkolo MOBOI AN YKpaiHu Big 25 xoBTHA 2020 p.;
NucTtiBka npo pocnigkeHHA "TMOBHOUiHHE XUTTA 3 XBOpoGot KpoHa. 3HaiiloMCTBO 3 nmporpamotro
KNiHiuHuX gocnipkeHb "YELLOWSTONE" npu nikyBaHHi xBopo6u KpoHa" (Study Flyer), pegakuia 3
YKpaiHCbKOIO MOBOIO AJis1 YKpaiHu Big, 25 oBTHA 2020 p., peAaakuifa 3 pociiicbKolo MOBOLO s YKpaiHu
Big 25 »OoBTHA 2020 p.; Mam'Atka npo pocnimxkeHHs "TMOBHOUiHHE XUTTA 3 XBOpPoG6ok KpoHa.
3HaomMCTBO 3 NMPOrpamolo KniHiuHux gocnigpkeHb "YELLOWSTONE" npu nikyBaHHi xBopo6u KpoHa"
(Study Poster), pegakuia 3 ykpaiHCbKOO MOBOK ANns YKpaiHu Big 25 »oBTHA 2020 p., pepakuisa 3
pocilicbkolo MoBOIO ANA YKpaiHu Bif 25 )0BTHA 2020 p.; IHCTPYKLiA 3 NPOXOMKEHHS Bi3uTiB "Baw rigy
BocnifKeHi 3 ouUiHKM iHAYKUiliHOT Tepanii 3a nporpamoto "YELLOWSTONE" ornspg, BisuTiB y pamkax
Bawoi yyacTi y ubomy KiiHiuHOMy gocnimkeHHi" (Visit Guide), pegakuis 3 yKpaiHCbKOO MOBOIO AJ1s1
YkpaiHu Big 25 oBTHs 2020 p., pefakuis 3 pociiicbKolo MOBOIO A5 YKpaiHu Big 25 )oBTHsA 2020 p. o
MPOTOKO/IB  KMiHIYHUX  JocnigkeHb «baraToueHTpoBe paHAOoMi30oBaHe, MoABiiHO cnine, nnaue6o-
KOHTpO/IbOBaHe AocnimkeHHs Il hasu 3 MeTO0 OLiHKM 03aHiMoAy ANs NPUIoMY NepopasibHO NPV NPOBEAEHHI
iHOYKUIHOT Tepanii nauieHTam i3 cepefHbOTSHXKUM abo TSHKkMM nepebirom xBopobu KpoHa B akTMBHIA oopMi
(mocnipxeHHs Nel 3 OuUiHKM IHAYKLiAHOT Tepanii)», kog gocnipkeHHs RPC01-3201, pegakuisa 5.0 Big 03
BepecHsi 2020 p.; «baraToLeHTpOBe paHAOMI30BaHe, NOABIMHO cnine, Nnaueb0-KOHTPO/IbOBaHE AOCTIAKEHHS
[l pasm 3 MeTow OUiIHKM O3aHiMoay Ans MNpuiioMy nepopasibHO Npu MNPOBEAEHHI HAYKUiAHOT Tepanii
nauieHTaMm i3 cepeHbOTSHKKUM abo TsHXKKUM nepebirom xBopooum KpoHa B akTuBHIN hopmi (gocnigkeHHs Ne2 3
OLiHKK IHAYKLUiAHOT Tepanii)», kog aocnimkeHHss RPC01-3202, peaakuisa 5.0 Big 03 BepecHs 2020 p.; cnoHcop -
«CenpxeH IHTepHewHn Il Capn» (Celgene International 1l Sarl), LBeiiuapis

3asasHuK - TOBAPVCTBO 3 OBMEXXEHOHR BIAMNOBIJAJIBHICTIO «I11I EC A-YKPATHA»



17. IHCTPYKUIT 3i 300pYy 3pasKiB: 3pasKu Kasly ANA CKpUHiHrosoro Bisnty, CNTO1959UCO03001 Bepcis 3.0
Bif 28.04.2021 p., yKpalHCbKOK MOBOIO; IHCTPYKLIii 3i 360py: 3pa3ok Kany (CTyn) ANA CKPUHIHIOBOro
Bisauty, CNTO1959UCO03001 Bepcis 3.0 Big 28.04.2021 p., pociiicbkolo MOBOIO; IHCTPYKLUii 3i 3Gopy
3paskKiB: 3paskm Kany AnA sanjaHoBaHux BisuTiB, CNTO1959UCO3001 sepcisa 3.0 Big 28.04.2021 p.,
YKpaiHCbKOI0 MOBOIO; IHCTPYKUii 3i 360py: 3pasok Kasy (cTyn) pns 3annaHoOBaHUX Bi3WUTIB,
CNTO1959UCO03001 Bepcia 3.0 Big 28.04.2021 p., poCiiicbkol0 MOBOIO; 306i/IbLUIEHHA KiNbKOCTI
nauieHTiB B YKpaiHi 3 90 go 120 10 npOTOKONY KAIHIYHOTO JOC/igKeHHS «PaHaomizoBaHe, 6araToueHTpoBe,
noAgiviHe cnine, naauebo-KOHTPObOBAHE KAiHIUHE AocnimkeHHs 2b / 3 dasm B napanenbHux rpynax ansi
OLiHKN eheKTUBHOCTI Ta 6e3MeYHOCTI rycesibKymMaoy B Nali€HTIB i3 cepegHbOro CTYNEHI0 TSXKKOCTI Ta TSXKKUM
aKTVBHUM HecneuniyHMM BUPA3KoOBMM KOMITOM», Kog AocnimkeHHs CNTO1959UCO03001, COVID-19
JopaTtok Big 14 TpaBHs 2020 poky Ao MNpoTokony kniHiyHoro gocnigpkeHHs CNTO1959UC0O3001 3 nonpaBKoto
1 Big 08.01.2020 p.; cnoHcop - «AHCCEH ®APMALIEBTUKA HB», Benbris

3asBHuK - « AHCCEH ®APMALEBTVKA HB», benbris

18. OHoBANeHe Jocbe gocnigKyBaHOro nikapcbKkoro saco6y CX-072, sepcis 9.0 Big 05 6epesHsa 2021 p.,
AHINIACbKOIO MOBOLO; 3a/lyd4eHHA [O0[ATKOBOI BUPOOHMYOI AiNIAHKA AOCAIAKYBAHOIO NiKapCbKoro
3acoby CX-072, Catalent CTS (Edinburgh) Limited, BenukoGputaHisa; Bpowypa pgocnigHuka
(Pacmilimab (CX-072), Bepcis 8 Big, 5 kBiTHA 2021 p., aHrniicbKoO MOBOLO; IHpopMaLifa Ana nauieHTa i
dopma iHcpopMOBaHOI 3rogn Ha YydyacTb Y KiHiYUHOMY pgocnigkeHHi: CytomX_CTMX-M-072-
001_Inchopmaunis ana naudieHta i dopma iHchopmoBaHoi 3rogu Bepcisa 9.0 gnsa YkpaiHu Big 22 6epes3Hs
2021 poKy, YKPaiHCbKOIO, POCIiICbKOIO Ta aHrMiliCbKOK MOBaMM A0 MPOTOKO/Y KAiHIYHOrO AOCAIAKEHHS
«BigkpnTe, 3 Nigbopom pexmnmy A03yBaHHS i NiATBEPMKEHHAM KoHUenuji, gocnipkeHHs CX-072, PD-L1
Probody™ Therapeutic, B AKoCTi MoHOTepanii Ta B KombiHauii 3 Yervoy® (Ininimymad) abo i3 Zelboraf®
(BemypadpeHib) y nauieHTiB i3 MPOrpecyryumMn 4ym peunamByrouMMmn dopMamMm COoMigHMX NyxavH abo
nimdomamu», kog gocnimpkeHHs CTMX-M-072-001, moaynb npoTokosny Big 19.08.2020 p., MoAy/ib NPOTOKOY
09 Big 19.08.2020 p. 3 iHkoprnoposaHoto nonpaskoto 09 Big 19.08.2020 p.; cnoHcop - «LinToMEKC Tepan'toTike,
IHK.» [CytomX Therapeutics, Inc.], CLLUA

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

19. bBpowypa pocnigHuka, pocnigpkyBaHMA  nikapcbkuii  3aci6  Olanzapine/Samidorphan
(OnansaniH/CamipgopdaH), Bepcia 9.0 Big 28 KBiTHA 2021 poKy; YTOUHEHHA Ha3BU [OCNILKYBaHOro
nikapcbkoro 3acody ALKS 3831 y 3B’A3Ky 3 foaaBaHHAM OHOBMeHOI Ha3Bu Olanzapine/Samidorphan
(Onan3saniH/CamigopcpaH); ®Popma iHhOpMOBaHOI 3roau NauieHTa Ta 3aXUCTy NepPCOHa/IbHUX faHUX,
Bepcisa anAa YkpaiHu 8.0 Big, 22 kBiTHA 2021 poKy, YKPAiHCbKOIO Ta POCiliCbKOK MOBaMu [0 NPOTOKO/Y
KNIHIYHOTO JocnimpkeHH:A «JocnimkeHHs dpasu 3 418 OLiHKM [0BrocTPoKOBOI 6e3neyHoCTi, NepeHoCcMMOCTi Ta
CTiikoCTi nikyBasibHOT Aii npenapaty ALKS 3831 B naujieHTiB i3 LWmM30peHieto, Wmn30hpeHohOpMHIM
po3nagom abo 6inonapHUM po3nagom | Tuny», kog gocnimkeHHs ALK3831-A308, 3 nonpaskoto 3.0 Big 09
TpasHA 2019 poky; croHcop - «Ankepmec, IHK.» (Alkermes, Inc.), CLUA

3aasHuK - TOB «[pem’ep Pecepy YkpaiHa»

20. focbe pocnipKyBaHOro sikapcbkoro 3acooy NUC-1031, Bepcia 8.0 Big 01 kBiTHA 2021 poky,
aHrniicbKkoo MoBOI; [loCb€e HeaOCNioKYBaHOIO NiKapCcbKOro 3acody Po3unmHHUK, Bepcia 5.0 Big 01
KBiTHA 2021 pOKy, aHIrMiliCbKOK0 MOBOIO; MOAOBXEHHA TepMiHy NpuAATHOCTI AOCAiAKyBaHOro
nikapcbkoro 3aco6y NUC-1031 3 36 o 48 micAuiB A0 NPOTOKO/Y KAiHIYHOrO BMNpobyBaHHsS «Bigkpute,
GaraToLEeHTpOBe, paHAoMi3oBaHe AochnimkeHHs ¢asu |ll, B skoMy nopiBHOETLCSA npenapaT NUC-1031 y
NoeAHaHHI 3 UMCNNATUHOM i reMumnTabiH y NoeAHaHHI 3 LMCNNATUHOM Y NauieHTiB i3 paHie He nikoBaHuM
MiCUEBO-MNOLMPEHNM abo MeTacTaTUYHUM PakoM XKOBUYHUX LIAAXIB», ko4 gocnimkeHHs NuTide:121, sepcis
4.0 Big 18 rpyaHa 2020 poky; cnoHcop - NuCana plc, Benvka BputaHis

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

21. bpowypa aocnigHuka JNJ-56021927 (apalutamide), BugaHHsa 14 Big 31.03.2021 p.; IHchopmaunin ans
naudieHTa Ta ®opma iHdhopmoBaHoi 3roan — Mpotokon 56021927PCR3002, Bepcia 14.0 yKpaiHCbKOIO
MOBOIO ANA YKpaiHu Big 29.04.2021; IHchopmauis ana naudieHTa Ta Popma iHpopmMoBaHOi 3rogn —
MpoTtokon 56021927PCR3002, Bepcia 14.0 pociiicbkoo MOBOI AnA YKpaiHu Big 29.04.2021; Jluct
BignoBiganbHoro gocnigHuka Ao nauieHta (NoHoBneHHsA iHhopmoBaHoOi 3rogu), 56021927 PCR3002,
Bepcia yKpaiHCbKo Moot 7.0 Big 29.04.2021 p. [0 MPOTOKONY KAiHIYHOTO BUNPOGYBaHHA
«PaHgowmizoBaHe, nnaueb0-KOHTPO/IbOBaHe, NoAgiiHe chine, KNiHiYHe gocnigpkeHHs 3 ha3u npenapaTy
AnanyTtamipg, B noegHaHHi 3 aHAPOreHHow AenpusadinHoto Tepanieto (ALAT) y nopiBHAHHI 3 AAT y nauieHTis 3
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MeTacTaTUYHUM TOPMOH-UYYT/IMBUM pakom nepegmixyposoi  3ano3n  (MHNPC)», kof  [ocnigkKeHHA
56021927PCR3002, 3 nonpaskoto Amendment 5 Big 16.03.2020 p.; cnoHcop - «AHCCEH ®APMALIEBTUKA
HB», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

22. bpouwypa gocnigHuka ATI-2173, Bepcia 3.0, Big 29 kBiTHA 2021 poKy, aHI/iACbKOIO MOBOIO; 3MiHa
aapecu CnoHcopa pocnipkeHHs AHTioc TepaneBTikc IHK, CLUA/Antios Therapeutics, Inc., USA: 20
Xopcuwy BeHg Poyg, MeHgem, wtat Helo-xepci, 07945, CLLIA/20 Horseshoe Bend Road, Mendham NJ
07945, USA [0 npoToKosy KriHiYHOro gocnimxeHHs «®asa 2A, paHaoMizoBaHe, noagiliHe cnine, nnaue6o-
KOHTPO/IbOBaHe, baratoLeHTPOBE AOCNIMKEHHS 3 BU3HAUYEHHS ONTUMasIbHOT 403K A1 OLiHKN 6e3MeYHOCTI Ta
edhekTMBHOCTI npenapaty ATl 2173 y koMb6iHauii 3 TeEHOGOBIpPY AM30NPOKCUAY diyMapaToM Yy nauieHTiB 3
XPOHIYHOI0 iH(peKuieto Bipycy renatuty B Ta y nauieHTiB 3 KoiHdekLieto Bipycy renatuty D», ko4 foCiIKEHHS
ANTT201, Bepcia 1.1, Big 07 rpygHsa 2020 poky; cnoHcop - AHTioc TepaneBTikc IHK., CLUA / Antios
Therapeultics, Inc., USA

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

23. dopma 3rogm Ha nepepaHHA iHhopmaLii NpPo NalieHTa CTOPOHHIN Kyp’epCbKiii KOMMNaHii, ocTaTtouHa
pepakuia 1.0 gna YkpaiHn Big 25 G6epe3Hs 2021 p., ocTaTOYHUI Nepeknag 3 aHrMiicbKoi MOBM Ha
YKpaiHCbKy MOBY Big, 07 TpaBHsA 2021 p., 0CTaTOUHUIA NepeKnas 3 aHrMiicCbKOi MOBU Ha POCIACbKY MOBY
Big 07 TpaBHA 2021 p.; MoBigoMneHHA AN nayieHTiB, AKi 6epyTb a60 N/1aHYOTb y4acTb Y AOCIKEHHi
PACIFICA (lll chaza po3poOkM) WoO[0 NOpApKy Aiid y 3B'A3KY 3 naHgemiero COVID, pepakuia 1.0
aHrniicbkolo MoBok Big 16 ntoToro 2021 p., ocTaTouHUIA Nepeknap yKpaiHCbKO MoBOK Big 20
TpaBHA 2021 p., ocTaTOUYHUII Nepeknag PocCilicbko MOBOK Ans YKpaiHu Big 20 TpaBHA 2021 p. g0
NMPOTOKONY KNIHIYHOTO AOC/iAKEHHA «PaHAoMi30BaHe KOHTPOsiboBaHe pgochimkeHHsa |l cdasn 3 meTolo
MOPIBHA/ILHOI OLLiHKM MakpUTUHIOY Ta npenapaty 3a BU6opom nikapsa npu nikyBaHHI NaUieHTIB i3 NepBUHHUM
Mienodpibpo3om abo Mienoibpo3om, WO PO3BUHYBCA MiCNA CNPaBXHLOI NOAILUTEMIT UM eceHuUiasibHOT
TpomboUMTEMIi, B SKUX BiA3HAYAETLCA THKKa TpomboumToneHia (piBeHb TpoMmbouuTie <50 000/MK)», KOA
pocnipxeHHs PAC303, peaaxuis 1 Big 10 ntotoro 2020 p.; cnoHcop - «Ci Ti Ali Bio®apma KopnopeliwH» [CTI
BioPharma Corp.], CLLA

3asBHNK - TOBAPUCTBO 3 OBEMEXEHOIO BIAMNOBIAANBHICTHO «Il EC AN-YKPAIHA»

24. Po3pin «P.5 CONTROL OF DRUG PRODUCT» Jocb€ pocnigKyBaHOro JlikapCbKoro 3acoby
MK-8591A, Bepcia 06CM7Y Big 28 kBiTHA 2021 poKy, aHIMiiCbKOK MOBOK [0 NPOTOKO/Y KAiHIYHOrOo
BUNPOOyBaHHA «PaHAoMi3oBaHe, K/iHiYHe pocnimkeHHs [l dasn y Bl/1-1-iHbikoBaHUX NauieHTIB, AKUM
npoBoaniaca iHTEHCMBHa Tepanis, 418 OLUiHKM aHTUPETPOBIPYCHOI aKTUBHOCTI C/MOro  NikyBaHHSA
icnaTpaBipom, fopaBipMHOM abo aopasipuHoM/icnaTpasipoM MpY MOPIBHAHHI KOXHOT rpynu NikyBaHHA 3
nnauebo, a TakoX A1 OUIHKM aHTUPETPOBIPYCHOT aKTMBHOCTI, 6e3nekM Ta MepeHOCUMMOCTi BiAKPUTOro
NikyBaHHSA fopasipuHom/icnarpasipoM», Kog, gocigpkeHHss MK-8591A-019, 3 iHkopnoposaHoto rnonpaskoto 03
Bif, 29 x0BTHA 2020 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», godipHe nignpnemcteso «Mepk EHg Ko.,
IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

25. Bpouwypa gocnigHuka A/13 MK-3475, BugaHHsA 20 Big 08 6epe3Hsa 2021 poKy, aHrMilicbKOK MOBOLO;
YKpaiHa, MK-3475-A18/ENGOT-cx11/GOG-3047, Bepcia 1.01 Big 11 TpaBHA 2021 p., YKpaiHCbKOIO
MoBoOlo, iHchopMaLisi Ta AOKYMeHT npo iHdopMoBaHy 3rogy pANA nauieHTa; YkpaiHa, MK-3475-
A18/ENGOT-cx11/GOG-3047, Bepcisa 1.01 Big 11 TpaBHsa 2021 p., pociiicbkolo MOBOIO, iHthopmauis Ta
[OKYMEHT npo iHhopMmoBaHy 3roay ANA nauieHTa; 36iNbLlUIeHHS KiIbKOCTI AoCnifKyBaHMX B YKpaiHi 3
12 po 29 oci6 [0 NPOTOKOY K/iHIYHOTO BMNPOByBaHHA «PaHaoMi3oBaHe, noAgiliHe chine gocnigpkeHHs |l
ha3n ximiopagiotepanii y kom6iHauil 3 nemoponizymadbomMm abo 6e3 HbOro A8 JliKyBaHHI JI0Ka/IbHO
PO3MOBCHKEHOrO paky LWWikM Matkm 3 BuUcOokuMm cTyneHem pusmky (KEYNOTE-A18/ENGOT-
cx11/GOG-3047)», kon pocnigpkeHHa MK-3475-A18/ENGOT-cx11/GOG-3047, 3  iHKOpPNOpPOBaHO
nonpaskoto 01 Big 06 ciuHa 2021 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», Ao4vipHE NignpUeEMCTBO
«Mepk EHg Ko., IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

26. MocCiGHUK 3 MOHITOPUHTY aKTUBHOCTI NauieHTa, Bepcia 2.0 ykpaiHCbKo MoBoOto Bif 07.11.2019 p.;
MoHiTOpuHr (hi3uUHOI aKTMBHOCTI, KEPIBHULTBO ANA YYaCHMKIB, Bepcisa 2.0 pocilficbkolo MOBOIO Bif
07.11.2019 p. 0O NPOTOKO/Y KAIHIYHOrO AocnigxeHHs PaHaomizoBaHe, 6aratoueHTpoBe, noAgiliHe chine,
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nnauedbo KOHTPOSIbOBaHe, B MapasiesibHUX rpynax, KOHTPOSIbOBaHe 3a NOAISIMU KMiHIYHE [OCAIMKEHHS 3
NOCNifOBHUM BK/IKOYEHHAM Py, 3 NepiofoM BiAKPUTOro NOAOBXEHOro NiKyBaHHA 4715 OLHKN e(pekTUBHOCTI Ta
6e3neyHOCTi cenekcinary, ik 4oAaTKOBOT Tepanii 40 cTaHAaPTHOT CxeMu NiKyBaHHSA y AiTei BikoM Biaz 2 oo <18
POKiB 3 siereHeBO apTepiasibHOW rinepTeHsieto., ko4 AocnimkeHHs AC-065A310, sepcia 4 3 nonpaBKo
Amendment 2 Big 13.10.2020p.; cnoHcop - «<AHCCEH ®APMALIEBTUKA HB», Benebris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

27. BKNIOYEHHA A0AATKOBOro Micus NpPoBeAeHHA KMiHIYHOro BUMPOOYBaHHA [0 NPOTOKOMY K/iHIYHOIO
OoCnimpKeHHs1 «PaHaoMi3oBaHe KiHiYHe gocnigpkeHHs das3m 3 KombiHoBaHOI Tepanii AMiBaHTaMa6boM Ta
NlazepTiHiGom y NOpPIiBHSIHHI 3 OCMMEPTMHIOOM Ta Y MOPIBHAHHI 3 Jla3epTiHi6oM sk neploi NiHii Tepanii y
nauieHTiB 3 MiCLEeBO-NOWMPEHMM abo MeTacTaTUdHUM HeApiOHOKNITUHHUM pakoM JfiereHb 3 MyTalji€eto
peuenTopiB enigepmanbHoro gpaktopa pocty (EGFR-myTauieto)», kog gocnigpkeHHs 73841937NSC3003, Big
05.06.2020 p.; cnoHcop - «<AHCCEH ®APMALIEBTVKA HB», Benbris

3asaBHuK - «AHCCEH ®APMALIEBTVIKA HB», benbris

No MN.1.B. BignoBsiganbHOro gocnigHuka

n/n Ha3ga Micus npoBeAeHHsA K/iHIYHOro BUNpPo6yBaHHSA

1. O.M.H., npodh. MoTbKO €.C.

KomyHasibHe HekoMepLjiiiHe NignpremMcTBO «LleHTpasibHa MiCcbKa KiHIYHA MiKapHS» Y)XXropoAcbKol
MICbKOT paau, TepanesBTUYHe BiadiNeHHs, [epxaBHnii BULLWI HaBYaSIbHWI 3aKnag «YXXropoacbKuii
HauioOHaUTbHWIT yHIBEpPCUTET», kKathepa OHKOOrii Ta pagionorii hakynbTeTy NicnsaMnaIoMHOI OCBITH
Ta [I0YHIBEPCUTETCHKOT MiArOTOBKN, M. Y)XXropoz

28. MopoBXeHHA TPUBAJIOCTi K/iHIYHOrO BuUNpPoGyBaHHA A0 15 cepnHA 2022 poKy A0 MNPOTOKONYy
KNiHiYHOro pgocnimkeHHss «PaHaomizoBaHe, noagiiHe chnine, niaueb0-KOHTPOoNboBaHe, GaraToLEeHTpPOBeE
OOCNIKEHHSA, WO NPOBOAUTLCA B NapasieflbHUX rpynax, i3 3actocyBaHHAM (PikcoBaHMX [03 A1 OLHKM
edheKkTMBHOCTI Ta 6e3neyHocTi npenapaty SEP-363856 y naujieHTiB i3 LWIM30IPEHIED Yy TFOCTPOMY
NCUXOTUYHOMY eni3ofi», kog focnimkeHHs SEP361-301, sepcis 4.00 3 iHKOPNOPOBaHO CYTTEBOIO MONPAaBKOKO
3.00 Big 26 civyHa 2021 poky; cnoHcop - «CyHoBioH ®apmackioTikanc IHK.» (Sunovion Pharmaceuticals Inc.),
CWA

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

29. bBpouwypa gocnigHuka A/13 MK-3475, BugaHHsA 20 Big, 08 6epe3Hs 2021 poKy, aHINMiliCbKOI0 MOBOIO;
YkpaiHa, MK-7902-012, Bepcis 1.01 Big 14 TpaBHsa 2021 poKy, YKpaiHCbLKOI MOBOlIO, iHhopMauis Ta
[AOKYMEHT npo iHhopmoBaHy 3roay AnA naudieHTa; YkpaiHa, MK-7902-012, Bepcia 1.01 Big 14 TpaBHA
2021 poKy, pocCiiiCbKOI0 MOBOLO, iHthopMauis Ta LOKYMEHT npo iHhopmoBaHy 3roay ANA nauieHTa Ao
NPOTOKONY KAIHIYHOro AoChifpKeHHSA «baraToueHTpoBe, paHAoMi30BaHe, NoABiiHE cnine, KOHTPOIbOBaHe 3a
[OMOMOro0 aKTMBHOIO npenaparty KiiHiuHe gocnigpkeHHs Il da3n ans ouiHkM 6e3nekn 1a epeKkTUBHOCTI
neHBatuHioy (E7080/MK-7902) 3 nemb6ponisyma6om (MK-3475) y noegHaHHi 3 TpaHcapTepiasibHO
ximioem6onisaujeto (TACE) nopiBHAHO 3 npoBefeHHAM Tinbkn TACE y ydyaCHUKIB 3 HEBW/IKOBHOWO /
HemMeTacTaTMyHOI0 renaTouesnonapHolo kKapuuHomorw (LEAP-012)», kog pocnigxeHHs MK-7902-012, 3
iHkopnoposaHoto nonpaskoto 02 Big 02 nunHA 2020 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», AovipHe
nignpmemcteo «Mepk EHA Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.,
USA)

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

30. 30inblIEHHA 3an/1aHOBaHOI KiJIbKOCTi AOCAiAXYBaHNX A1 BKIIOUEHHSA Y K/liHiYHe BUNPOGYyBaHHA B
YKpaiHi (3 170 go 270 nawieHTiB) 4,0 NPOTOKO/Y KNIHIYHOrO AOCNiMKEeHHS «baraToueHTpoBe, PaHooMi3oBaHe,
MopagiiiHe cnine, Mnaue6o- Ta AKTMBHO- KoHTponboBaHe JocnimkeHHs |1l ®@a3um ans OuiHkn EdhekTMBHOCTI Ta
BesneyHocTi 3acTocyBaHHA MipikisyMmaoy y MNaujieHTiB i3 XBopo60to KpoHa MomipHoro Ta Tskoro Mepebirys»,
kog, pocnimpkeHHs 16T-MC-AMAM, 3 iHkopnoposaHoto nonpaskoto (b) Big 18 rpyaHa 2020 poky; cnoHcop - Eni
Ninni eng Komnawi, CLUA

3asBHuK - «Eni Ninni Boctok CA», LLBeliyapis

31. 36inblIeHHsA KiNbKOCTI gocnigmpkyBaHUX B YKpaiHi 3i 110 go 120 oci6 [0 NpOTOKO/Y KIHIYHOTO
pocnipkeHHs «PaHgomisoBaHe, nogginiHe cnine gocnigpkeHHs Il hasn gna nopiBHAHHA nemoponisymady 3
nnauebo y KombiHauji 3 Heoan'toBaHTHOK XiMioTeparielo Ta af'toBaHTHOK EHAOKPUHHOK Tepaniew npu
NiKyBaHHI paky MOJI0YHOT 3a/1031 3 HAsSIBHICTIO PELIENTOPIB A0 ECTPOreHiIB i BIACYTHICTIO NIOACHKNX PELENTOpIB

10



enigepmanibHoro chaktopa pocty 2 (ER+ / HER2-) Ha paHHiii cTagii npy BUCOKOMY CTYMEHi puU3nkKy
(KEYNOTE-756)», kof pocnigpkeHHa MK-3475-756, 3 iHkopnoposaHoto nonpaskot 03 Big 20 rpyaHa 2019
poKy; crnoHcop - «Mepk LWapn EHA Joym Kopn.», godipHe nignpuemctBo «Mepk EHA Ko., IHK.», CLUA (Merck
Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

32. IHcTpyKuii woao noBomKeHHA 3 npenapatoMm AZD1402 cyxuii nopowoK ana iHranauii (CMl) y
Kancynax, Bepcis 2.0 Big 22 kBiTHA 2021 poKy, aHIIIACbLKOIO Ta YKPAIHCbKOI MoBamu; IHCTPyYKUii 3
BUKOpPUCTaHHA npuctpoto AZD1402 MONODOSE, Bepcist 2.0 Big 22 kBiTHA 2021 poKy, aHrNilicbKolo Ta
YKpaiHCbKOKO MOBamMu [0 NPOTOKO/Y KIIHIYHOro AocnimpKeHHs «PaHaomMizoBaHe, noagiliHe cnine, nnauebo
KOHTPOJIbOBaHe, baraTtoLeHTpoBe Joc/ifxeHH: dha3n lla 3 BU3HaYeHHA ONTUMasIbHOT 403K, Y BOX YacTUHAX,
AN OUiHKN ehbeKTUBHOCTI i 6e3neYHOCTi TPbOX PIBHIB A03yBaHHSA iHrasisAuiiHoro npenapaty AZD1402, uio
npuAMaeTbca y hopMi Cyxoro MOPOLLKY ABiYi Ha [06Yy MpoTAroM 4 TWXHIB, Y A0POC/MX NauieHTiB 3
BGpOHXiaNbHOK acTMOI0, SKi OTPUMYIOTb CepefHi [03W IHFraIAUIMHUX KOPTUKOCTEPOIaiB», KOA4 OO0CAIAKEHHS
D2912C00003, Bepcia 2.0 Big 23 nuctonaga 2020 poky; cnoHcop - AcTpa3eHeka Ab, LUBeuis/AstraZeneca
AB, Sweden

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

33. 3miHa Micusa nNpoBeAeHHA BUNPOOYBAHHA [0 MPOTOKO/Y KNiHIMHOMO AOCMiAKEHHs1 «baraToueHTpoBe,
paHAomi3oBaHe, MoABiliHe cnine, 3 MOABINHOK iIMiTaLi€t0, KOHTPO/IbOBAHE akTUBHUM MpenapaTom,
pocnigpkeHHs Il cdasun, Wwo npoBoanTbCA B NapasiesibHUX rpynax 3 OUiHKM edIeKTMBHOCTI Ta 6e3neyHoCTi
€BOOPYTUHIOA Y MOPIBHAHHI 3 TepUIYHOMIAOM B YHaCHUKIB i3 peunamByOUYnM PO3CiSHUM CKNEepPO30M», KOA
pocnipkeHHs MS200527_0082, sepcia 2.0 Big 09 rpyaHs 2020 poky; cnoHcop - Merck Healthcare KGaA,
HimeuunHa

3asBHUK - NianpremMcTBo 3 100% iHo3eMHOK iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

BYNO CTANO
K.M.H. Tomax H.B. K.M.H. Tomax H.B.
KomyHanbHe  HeKomepuiliHe nignpuemcTtBo | MeguuHmii ueHTp ToBapucTtBa 3 OGMEXEHOI
«MicbKa nikapHA Ne2» 3anopi3bKoi MiCbKoT pagy, | BignoBiganbHicTio «IHET-09», M. 3anopixxs
HEBPOJIOrivHe BiagAiNneHHs, M. 3anopioks

34. fopaTtok 01 Big 06 kBiTHA 2021 poKy Ao Bpowypu gocnigHuUKa [OCNIfKYBaAHOIO JliKapCbKOro
3acoby ®PpemaHesymab (Fremanezumab) (TEV-48125), BuaaHHa 06 Big 03 nuctonaga 2020 poky
aHrniicbKko MoBOK; AaMiHicTpaTtBHMIA nucT 03 Big, 26 KBiTHA 2021 poky Ao MpoToKony KiHiYHOro
pocnigpkeHHs 3 nonpaskoto 04 Big 04 TpaBHA 2020 pOKy aHr/1iACbKOIO MOBOLO; 36i/IbLUEHHSA KiJIbKOCTIi
nauieHTiB B YKpaiHi 3 25 no 40 oci6 (15 oci6) A0 npoTOoKosy K/iHIYHOro focnimpkeHHs «baraTtoueHTpose
paHAoMi30BaHe NoABiiHO crine niaueb0-KOHTPO/IbOBaHE [OCIMKEHHS B Napasie/ibHUX rpynax i3 nogasibLumnm
BIAKPUTMM [O0O4ATKOBUM MEPIOfoOM AN OUiHKM edqIEKTUBHOCTI Ta 6e3neyHocTi dpemaHe3lymady A/
NpodoiNakTUUYHOro NikyBaHHSA MIrpeHi B MaLieHTIB i3 BE/IMKUM AeNpecuBHUM po3nafomM», KO AOCNIMKEHHSA
TV48125-MH-40142, 3 nonpaskoto 04 Big 04 tpasHA 2020 poky; cnoHcop - Teva Branded Pharmaceutical
Products R&D, Inc., CLLUA

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

35. bpouypa gocnigHuka, npenapart kpem HE1 3 tpuchaporeHom (CD5789), Bepcia 2.0 Big 16 6epesHsa
2021 poKy, aHrnificbKOl MOBOK [0 MPOTOKO/ly KIIHIYHOTO BMNPOGYyBaHHA «PaHgomizoBaHe
GaraTtoueHTpoBe NoAgiiHe chine Kpem-niauebo KOHTposiboBaHe 90-AeHHe AOCMIMKEHHS 2 ha3n AN OLHKM
6e3MeyHoCTi, e(peKTUBHOCTI Ta CUCTEMHOTO BM/IMBY kpemy HE1 3 TpudpapoteHom (CD5789) 3 nogansivm 90-
OEHHUM BigKpUTUM [04ATKOBUM [OCNiMKEHHAM cepepf, nauieHTiB 3 ayTOCOMHO-peLecyBHUM iXTiO30M i3
NnaacTUHYaCTUM NyLLEeHHSAM», ko4 aocnigkeHHs 18-ICH-001, sepcis 4.0 ang Ykpainu Big 19 nuctonaga 2020
poKy; cnoHcop - TOB «MeliH ®apma»/ Mayne Pharma LLC, CLUA

3aaBHuK - TOB «[Mpem’ep Pecepu YkpaiHa»

36. Indhopmaunia gna nauieHta Ta oopma iHhOpMOBaAHOI 3roAn Ha yyacTb y AOC/iAKEHHi, OCTaToOuHa
pepakuia 8.0 gna YkpaiHm Big 23 rpygHsa 2020 p., ocTaTOuHWI Nepeksniag 3 aHrliicbKoi MOBM Ha
pocilicbKy MoBY Big 21 TpaBHs 2021 p., ocTaTO4YHUI NepeKaz 3 aHrNificbKOi MOBU Ha YKPAiHCbKY MOBY
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BiA 21 TpaBHA 2021 p. 3MiHa Has3BU Micub NPOBeAEHHs KiHIYHOro AOCNIMKEHHA [0 NPOTOKOsY
KMiHIYHOTO  gocnigpkeHHs «PaHgomizoBaHe MNOABINHO chine nnaue6o0-KoOHTPoiboBaHe 6GaraToueHTpoBe
pocnipkeHHa 3 dasn 3 OUiHKM MiATPUMMYOYOI Tepanii Hipanapu6éoM Yy naLieHTOK i3 MOWWPEeHNM pakoMm
AEYHVKIB, Y AKMX OYy/0 3apeecTpoBaHO BIiAMOBiAb Ha Tepanito Meploi NiHii i3  3aCTOCyBaHHAM
ximioTepaneBTUYHUX NpenapartiB Ha OCHOBI MiaTUHW», kog JocnigpkeHHsa PR-30-5017-C, pepakuis 6.0 3

Monpaskoto Ne05 Big, 19 cepnHsa 2020 p.; cnoHcop - «TECAPO IHkopnopeiitea», CLUA
3asBHuK - TOBAPVICTBO 3 OBMEXXEHOIO BIAMOBIAANBHICTHO «MI EC AV-YKPATHA»

BYJIO

CTAJIO

4.M.H., npody. BoHaapeHko |.M.

KomyHanbHuUiA 3aknag, «[HinponeTpoBCbka MiCbka
GaraTonpodqinbHa KniHiYHa nikapHs Ne4»
«[JHINponeTpoBCbKOI 06nacHOi pagw, BiAdiNEeHHS
ximioTepanii, [lep>xaBHuii 3aknag «AHinponeTpoBcbka
MeamnyHa akagemis MiHicTepcTBa OXOpPOHU 30pOB’A
YkpaiHun», kadheapa OHKOJIOriT i MeguyHoT pagionorii,

M. [Hinpo

O.M.H., npody. BoHaapeHko .M.

KomyHanbHe HeKomepuiliHe nigNpPMemMcTBO
«Micbka KniHiyHa nikapHa Ned» [HiNpOBCLKOI
MiCbKOI paau, XimioTepaneBTUUHe BigAineHHA 3
AEHHUM cTauioHapoMm, [JHINPOBCbKWI AepXXaBHNIA
MeAWYHUIA YHiBEpCUTET, Kadheapa OHKonorii Ta
MeOu4yHol pagionorii, M. HINpo

O.M.H., npod). KpmxaHicbka A.€.

KomyHanbHUiA 3aknag «lMpukapnatCbkuiA KNiHiYHWIA
OHKOJ/IOTiYHMIA  ueHTp», Il xipypriyHe BigAgineHHs,
[epxaBHWin BULWWIA HaBYaslbHWI 3aknag, «lBaHo-
dpaHKiBCbKUiA HaLioHa/TbHWIA MeaNYHNIA
yHiBepcuteT», Kadegpa OHkosiorii, M. IBaHo-
®paHKiBCbK

O.M.H., npod. KpmxaHiscbka A.€.

KomyHanbHe HeKkomepuiiiHe nignpuemcTBO
«MpukapnarCcbKnii  KNiHIYHWII  OHKOMOTiYHWIA
LeHTp IBaHO-®paHKIBCbLKOI 06GNacHoi paau»,
xipypriuHe BiggineHHs Ne3 ropmMoHO3aNeXHUX
NyXAvH y XIHOK, IBaHO-PpaHKiBCbKNiA
HauiOHa/TbHWIA Megu4YHUA yHiBepcuTeT, kadegpa

OHKoNoriT, M. IBaHO-®PpaHKiBCbK

37. BKknloueHHs [0AaTKOBUX MiCLib MPOBeAEeHHs BUNPOGYBaHHA [0 NPOTOKO/Y K/IHIYHOTO AOC/iMKEHHS
«BbaraToueHTpoBe, paHAOMi30BaHe, NoABiliHE chine, naaue60-KOHTPOIbOBaHe AochigpkeHHs dasm lla, wo
NPOBOANTLCS B NapasiesibHUX rpynax As1s NepeBipKn KOHLENLT 3 METO OLiHKM e(heKTUBHOCTI Ta 6e3neYHoCTi
npenapaty TU2670 npy nepopasibHOMY NPWiAOMI B NaUiEHTOK 3 60/1€M Bif NOMIPHOr0 A0 TSXKKOrO CTYNEH!HO,
MOB’sI3aHOr0 i3 eHgoMeTpio3oM», kog gocnigkeHHss TUC3PII-01, Bepcid 1 Big 07 TpaBHst 2020 poky; CNOHCop -
TiumBio Co. Ltd, Republic of Korea

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

Ne M.1.6. BignoBigaibHOro AoCniAHMKA

n/n HasBa Micus npoBeAeHHs KiHIYHOTO BUNPOOYBaHHS

1. | nikap InbkiB H.I'.

KoMyHasibHE HekoMmepLjiiHe NiANPMEMCTBO «4-a Micbka KiHiYHa fikapHa M. JlbBoBa», XiHo4ya
KOHCY/IbTauis NOAIKNIHIYHOrO BiaA4iNeHHs, M. JIbBiB

2. | nikap TapaH O.A.

MpuBaTHe Masne NiaNPUEMCTBO, MEAUYHUIA LIEHTP «[ynbC», TepaneBTUYHE BiAAineHHs, M. BiHHMLSA

38. MNogoBXeHHA TPUBAJIOCTI K/iHIYHOrO focnigkeHHA B YKpaiHi 4o 31 6epe3Hs 2022 poky A0 NpoToKoy
KniHiYHOro BuNpobyBaHHA «lMpocnekTuBHe, 6araToLeHTPOBe, BiAKpPUTE, paHAoMi30BaHe AOCAiMKEHHS dhas3u
3b/4 i3 nepexpecHM Au3aliHoM 415 OLiHKM nepeHocuMocTi Ta 6e3neyHocTi npenapaty PEVIBA, posseaeHoro
B CTaHAapTHOMY 4K Ha 50% 3MeHLLeHOMY 06'eMi, | BBEAEHHS iHDY3il 3 NPUCKOPEHOIO LUBUAKICTIO Y NALEHTIB 3
remocpiniieto A un B 3 iHriGiTopamu», kog, gocnigxeHHs 091501, 3 iHkopnopoBaHow nornpaskoto 4 Big 07
6epesHsa 2018 poky; cnoHcop - Baxalta Innovations GmbH, AscTpis

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

39. MopgoBXeHHA TPUBAOCTI KAiHIYHOrO AoOcCnigkeHHA B CBiTi Ta B YKpalHi Ao 28.02.2022 p.;
3MeHLUEHHA 3an/laHOBaHOI KifIbKOCTi gocnimKyBaHux B YKpaiHi 3 500 go 197 oci6; 3miHa Ha3Bu Micub
npoBefeHHA KNiHIYHOrO AOCNIMKEHHA [0 MPOTOKO/Y KIIHIYHOrO BMNPOOyBaHHS «bararoueHTpoBe
paHAomi3oBaHe MOABIMHO cnine MOpPIBHAMbHE AOCAIMKEHHA edIEeKTMBHOCTI Ta 6e3nedyHoCTi npenapary
EG12014 (TpacTty3symaby «Elp[keHikc») i TlepuenTuHy® npuv MpoBeAeHHI Heoad'toBaHTHOI Tepanil
nauieHtkam i3 HER2-No3WTMBHMM pakom MOJSIOYHOI 3a/103M pPaHHbOI CTafii y NOEAHaHHI i3 CUCTEMHOM
Tepanieto Ha OCHOBI Npenaparty aHTpauvkiiHoBoro pagy i naknitakceny (Il dpasa kKNiHIYHUX JOCNIIKEHDB)», KOA,
pocnipkeHHs EGC002, octatoyHa pepakuis srigHo 3 lMonpaskoto 4 Big 02 6epe3Ha 2020 p.; CnoHcop -
«EnpxeHikc IHkopnopelitea» (EirGenix, Inc.), TaiiBaHb, Pecny6nika Kutali

3aaBHUK - TOBAPVCTBO 3 OBMEXXEHOH BIAMOBIAABHICTHO «Ml EC AN-YKPAIHA»
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BYNO

CTAJIO

O.M.H., npody. BoHaapeHko |.M.

O.M.H., npody. BoHaapeHko |.M.

KomyHanbHuii 3aknag «[JHinponeTposcbka Micbka | KOMyHasibHe  HeKoMmepuiiiHe  nignpuemMcTBO
barartonpodpiibHa  KiHiYHA  NiKapHA Ned» | «Micbka KniHiYHa nikapHA Ned» [OHINPOBCbLKOI
«[JHinponeTpoBCbLKOI 06M1acHOT paaw, BiAiNEHHA | MicbKOi pagu, XimioTepaneBTUYHe BiagiNneHHs 3
ximioTepanii, [JepxaBHuii 3akniaj | AeHHUM cTauioHapom, JHINPOBCbKWiA AepXXaBHUIA
«[JHiNponeTpoBCbka MeguyHa akagemis | megMuHMii yHiBepcuteT, kKaddegpa OHKosorii Ta
MiHicTepcTBa  OXOPOHW  3[0pPOB’'S  YKpaiHu», | MeguuHol pagionorii, M. JHinpo

kadhegpa OHkonorii i MeAuuHoi  pagionorii,

M. [JHinpo

O.M.H., npody. KpmxaHiscbka A.€.

O.M.H., npody. KpmxaHiscbka A.€.

KomyHanbHuii 3aknag, «MprkapnaTcbkuil KNiHivHWi | KomyHasibHe HeKkomepuiliHe niaANprMemMcTBO
OHKOJOTIYHMIA LIEHTP», MaMOJIoriyHe BifadineHHs, | «MpukapnaTcbKUii  KMiHIYHWIA ~ OHKONOTiUHWIA
JepxaBHuii BULIMIA HaBYasibHWUIA 3aknaf «IBaHO- | LLeHTP IBaHO-PpaHKIBCbKOI 06GMacHOi pagu»,

®paHKiBCbKWiA
YHiBEPCUTET»,
®paHKiBCbK

HaLjioHa/TbHWIA
Kacbegpa  OHKOAOTriT,

MeANYHNI
M.IBaHo-

xipypriuHe BigaineHHA Ne3 ropMOHO3aNEXHUX
NYXJINH Y XIHOK, |IBaHO-®paHKiBCbKMIA HaLLiOHa/TbHWIA
MeAMYHUA  yHiBepcuTeT, kadegpa  OHKOJIOriT,
M. |BaHO-®PpaHKiBCbK

40. OHOBMEHU NPOTOKON KNiHiuHOro gocnigmkeHHA MK-7902-007 3 iHkopnopoBaHoo nonpaskoto 05
Big 02 Gepe3HA 2021 poky, aHrnificbko MoBoto; Bpouypa gocnigHnka MK-3475, BugaHHsa 20 Big 08
Gepe3Hsa 2021 poKy, aHrnilicbko MOBOIO; IHhopMmaLia Ta AOKYMEHT npo iHhopMoBaHy 3rogy Ans
nauieHTa, YkpaiHa, MK-7902-007/E7080-G000-314, Bepcia 05 Big, 27 kBiTHA 2021 poKy, YKpaiHCbKOIO
MOBOIO; IH(popMauis Ta AOKYMeHT npo iHopmoBaHy 3roay ANA nNauieHTa, YKpaiHa, MK-7902-
007/E7080-G000-314, Bepcisn 05 Big 27 kBiTHA 2021 pOKy, POCifiCbKOIO MOBOI [0 MPOTOKOY KAiHIYHOro
pocnipkeHHs «PaHgomizoBaHe, noggiiHe cnine gocnigpkeHHs [l dasn kombiHauii nemGponisymady
(MK-3475) 3 a6o 6e3 neHBaTuHioa (E7080/MK-7902) y paHille HesikoBaHWX NauieHTIB 3 MeTacTaTu4yHUM
HeApPIOGHOKNITUHHUM pakom nereHb (HAOKPJ/1) 3 nokasHukom nponopuii nyxanHu (TPS), wo 6inbwe abo
popisHoe 1% (LEAP-007)», koa gocnigxeHHs MK-7902-007, 3 iHkopnopoBaHoto nonpaskoto 03 Big 16 rpyaHs
2019 poky; cnoHcop - «Mepk LWapn EHA Loym Kopn.», godipHe nignpnemctBo «Mepk EHA Ko., IHK.», CLUA
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

41. OHOBNEHWiI NPOTOKON KJ/iHIUHOrO BUMPOGYBaHHA, Bepcia 7 Big 24 nmwoTtoro 2021 p.; dopma
iHdbopMoBaHoi 3rogu Bepcis 7.0 onA YkpaiHu yKpaiHCbKOIO Ta pociiicbkolo moBamu Big, 05 TpaBHs 2021
p. Ha ocHoOBi mopgenbHoOi chopmu iHhopmoBaHOI 3rogn AnAa pocnimxkeHHsa G040241 (IMpower030)
Bepcisa 7 Big 24 noToro 2021 p. 40 NPOTOKO/TY KMiHIYHOIo AocnimkeHHs «lMoAgiiiHe cnine, 6baraToLeHTpoBe,
paHgomizoBaHe gocnimpkeHHsa Il a3y gna ouiHkM edeKkTMBHOCTI Ta 6es3neku Heoafd'toBaHTHOI Tepanii
aresonizymaéom abo nsauebo B kKOMOGIHaUIT 3 XiMioTepanieto Ha OCHOBI MpenapariB NJIaTUHN Y NaLiEHTIB 3
onepabenbHMM HeapiGHOKNITUHHMM pakom nereHsb I, 1A i BubipkoBo IIIB cTagii», ko gocnigpkeHHs GO40241,
Bepcis 6 Big 12 uepsHs 2020 p. ; cnoHcop - ®.XodpmaHH-/1a Pow /T4, LBeliyapis

3asiBHUK - TOBaApUCTBO 3 0OMEXEHOI0 BifNOBiAasbHICTIO «PoLw YkpaiHa»

42. OHOBJ/IeHWI NpPOTOKON pocnimkeHHA SHR-1210-111-310, Bepcis 5.1-EMEA Big, 10 6Gepe3Hs 2021 poky,
aHrniicbKkolo MoBol; Bpowypa gocnigHuka Kampenisyma6é (SHR-1210), Bepcia 7.1 Big 10 GepesHsA
2021 poky, aHrniiicbkolo moBolo; bpowypa pgocnigHuka PuBouepaHié mesunart, Bepcisa 6.1 Big 10
Gepe3HA 2021 poOKy, aHrMINCbKO MOBOK [0 MPOTOKO/Y KAIHIYHOTO AOC/iMKEHHS «PaHpomi3oBaHe,
BiAKpUTE, MiXHapogHe, 6GaraToueHTpoBe, KAiHiYHE [OCNiMKeHHS (a3 3 KOMOGIHOBAHOIO 3acTOCYBaHHS
npenapaty SHR-1210, skuii ABnsie cobotw aHTWTINO fo PD-1, Ta anatuHiby mesunnaty (pvBoLepaHiby)
MOPIBHAHO 3 3acTOCyBaHHAM copacdheHiby sk Tepanii nepwioi AiHii y nauieHTiB i3 MNOLUMPEHOH
renatouesntonsipHol kapuuHomoto (MLK), siki paHiwe He oTpuMyBasi CUCTEMHY Tepanito», KoA A0CAIAKEHHS
SHR-1210-111-310, Bepcis 5.0-EMEA Big 01 TpaBHs 2020 poky; cnoHcop - Jiangsu Hengrui Medicine Co., Ltd.,
China

3asBHUK - NignpremcTso 3 100% iHo3eMHOK iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

43. OHoBeHnii MpoTokon KniHiuHoro pgocnigkeHHs IMU.ACS.001, ciHasibHa Bepcis 3 rn106a/bHOL0
nonpaBkoto #3 Big 17 nwotoro 2021 p., aHrniicbkod MoOBOW; Popma 3aTBepmKeHHsA [poTtokony
KniHiuHoro gocnigkeHHs IMU.ACS.001, chiHasibHa Bepcif 3 rno6asibHO nonpasKoto #3 Big 17 notoro
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2021 p., aHraificbkold MOBOW; ®dopma 3aTBepMKeHHA [POTOKONy KJiHIYHOFO AOC/ifKEHHA
IMU.ACS.001, ana JocnigHuka, hiHanbHa Bepcia 3 rnobéanbHoo nonpaskoto #3 Big 17 notoro 2021 p.,
aHrniicbKo MOBOIO; 3MiHA MOBHOT HA3BW KJiHIYHOrO gocnigkeHHs; Bpowypa gocnigHuka IMU -131,
(HER-Vaxx) HER-2/neu Peptide Vaccine, BugaHHs 4, Big 22 ntotoro 2021 poKy, aHIMiliCbKOO MOBOIO;
Jocbe gocnipkyBaHoro siikapcbkoro saco6y IMU-131, VAC-IMU131 piCHEM product code AV9, Bepcis
03 Big 25 cepnHA 2020 poKy, aHrAiicbkord MOBOI; [loAOBXeHHA TepMiHy MPUAATHOCTI
pocnipkyBaHoro nikapcbkoro 3acody VAC- IMU-131 (Batch no AV9-160101) go 48 micsauis; dopma
iHcbopMoBaHOi 3rogu yyacHuka IMU.ACS.001 Ansa Ykpainu, ¢asa 2, Bepcia 3.0 Big 2 kBiTHA 2021 p.,
Participant Informed Consent Form - IMU.ACS.001 Ukraine English- Phase 2, Version 3.0., dated 2 April
2021, aHrniiicbKkoto moBoto; ®Popma iHthopmMmoBaHoi 3roau yuacHuka IMU.ACS.001 Ans YKpaiHu, cpasa 2,
Bepcia 3.0 Big 2 KBiTHA 2021 p., YKpPAiHCbKO MOBOW; «dopMa MHOPMUPOBAHHOIO corjacus
yyacTHuka IMU.ACS.001 Ans YkpavHbl, chasa 2, Bepcusi 3.0 ot 2 anpens 2021 r.», pocCiiicbKolo MOBOIO;
Aopatok Ao Popmu iHchopmoBaHoi 3roam yuyacHuka IMU.ACS.001 Ansa YKpaiHu, (hasa 2, Bepcisa 3.0 Bif,
2 kBiTHA 2021 p., Annex to Participant Informed Consent Form - IMU.ACS.001 Ukraine English- Phase 2,
Version 3.0., dated 2 April 2021, aHrniiicbkoto MoBoto; JopaTtok o dopmu iHPopmoBaHOi 3rogu
ydacHuka IMU.ACS.001 Ansa YkpaiHu, casa 2, Bepcis 3.0 Bif 2 KBiTHA 2021 p., YKPAIHCbKOIO MOBOIO;
«MpunoxeHune K Popme MHhopmmnpoBaHHOro cornacus yyactHuka IMU.ACS.001 Ansa YkpauHsbl, chasa
2, Bepcus 3.0 oT 2 anpens 2021 r.», pociiicbkolo MOBOI0; Popma BifMOBU Bif y4acTi B AOCAIfKEHHi i
npuiilomy aocnigxysaHoro npenaparty, IMU.ACS.001 pnsa c¢asu 2, Bepcia 3.0 Big 2 kBiTHA 2021 p., /
Form of withdrawal of participation from study treatment, IMU.ACS.001 for Phase 2, Version 3.0., dated
2 April 2021, adrniicbkolo MoBO; dPopma BIigMOBU Bif ydacTi B AOCHAiIMKEHHi i npuiiomy
pocnipkyBaHoro npenapary, IMU.ACS.001 gna dasu 2, Bepcisa 3.0 Big 2 kBiTHA 2021 p., yKpaiHCbKOIO
MoBoOl0; «dPopmMa OTKasa OT yyacTusa B WCC/eAOBaHMU WU MpueMa uccriegyemoro npenapara,
IMU.ACS.001 gnsa c¢asbl 2, Bepcus 3.0 ot 2 anpensa 2021 r.», pociliCbKOIO MOBOIO [0 MPOTOKO/Y
KNIHIYHOTO JocnifmxeHHs «BigkpuTe gocnimkeHHsa 1b/2 casm 3 paHLoMi3oBaHUM MeTOoA0M Bifbopy y dasi 2
IMU-131 HER2/neu nenTugHoi BakuyHu y NoefHaHHI 3i cTaHA4apTHUM KypcoM XiMioTepanii y nauieHTiB i3
HER2/neu rinepekcrnpecielo nNpyu MeTacTaTuWyHii abo PO3NOBCHAKEHI afeHOKapLUMHOMI LWIyHKY abo
racTpoesoghareasibHOro Bigainy», ko gocnigpxkeHHs IMU.ACS.001, Bepcis 3 rnobasibHOK NonpaBkowo #2 Bif,
23 nuctonaga 2018 p.; cnoHcop - «IMlomxuH flimiteg» (Imugene Limited), ABcTpanis

3anBHUK - TOB «ApeHcisa EkcnnopaTopi MegiciH», YkpaiHa

44. OHOBJ/IEHUIA NMPOTOKON KJ/iHIYHOro BUNPOGYyBaHHA, Bepcia 6 Big 10 6epe3Ha 2021 p.; OHoBneHa
®dopma iHpopmoBaHoOi 3rogu Bepcia 3.0 ona YKpaiHM YKPaiHCbKOKO Ta POCilicbkolo moBamMu Big, 12
TpaBHA 2021 p. Ha ocHOBI mogenbHOi chopmu iHchopMmoBaHOi 3roau ana gocnigxkeHHsa BO40336 Bepcis
4 Bip, 09 6epe3HA 2021 p.; KapTKka-nogska yuyacHUKY AOCNIAKEeHHA Bif KNiHIYHOT KOMaHAW AOCiAKEHHSA
Alina ykpaiHCbKOIO Ta pociiicbkolo mMoBaMu; JIUCT-NnoAska y4YacHUKY [OCAIMKEHHS Bif KAiHiYHOT
KOMaHau pocnipxkeHHs Alina yKpaiHCbKOKO Ta pOCIACbKOIO MOBaMuW [0 MPOTOKO/Y K/IiHIYHOrO
JocnipkeHHa «BigkpuTte, paHgomizoBaHe pocnimxeHHs Il dha3v ansa ouiHkM ed)eKTUBHOCTI Ta 6e3neku
aNeKTUHIOY B AKOCTI af'loBaHTHOI Teparnil B NOPIBHAHHI 3 a/'loBaHTHOIO XiMioTepanielo npenaparaMmu Ha
OCHOBI NATUHN Y NaLieHTIB 3 HeAPIGHOKNITUHHUM pakoM fiereHb ctagii 1B (nyxnvHu = 4 cm) - 1A, NO3UTUBHUM
OO0 KiHa3n aHan1acTUyYHoT NiMdooMK, 3 MOBHOK pe3ekLien NyxXnH», Koa, aocnigpkeHHss BO40336, Bepcia 5
Big 26 nuctonaga 2019 p.; cnoHcop - ®.XoddmaHH-/1a Pow Mita, LWeehyapis

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

45. OHoBNeHuiA NnpoTokon 3 nonpaBkoto INT-7 Big 31.03.2021 p.; MpoaoBXeHHA TepMiHY NpPOBeAeHHA
KNniHiYyHOro BunpoGyBaHHA Ao 30.06.2024 p.; Bpowypa pgocnigHuka JNJ-54767414 (papatymymao),
BUAaHHA 17 Big 17.12.2020 p.; IHhbopmaLis ana nauieHTa Ta @Popma iHpopmMoBaHoi 3roau — MpoTokon
54767414MMY 3004, Bepcifa yKpaiHCbKOIO MOBOIO A/151 YKpaiHu Big, 27.04.2021, Bepcia 14.0; IHchopmavis
ANA nauieHta Ta ®opma iHpopmoBaHoi 3roau - MNMpoTokon 54767414MMY3004, Bepcia pocilicbKolo
MoBOIO A/l YKpaiHu Big 27.04.2021, Bepcisa 14.0; 3miHa BignoBiganbHoro pocnigHuka y MIMB;
BkntoueHHA HOBOT BUPOGHUYOT AinaHku ana 013 Japatymyma0, ans nigwkipHoro BBefeHHs, 1800 mr,
120 mr/mn: Fisher Clinical Services, BenukoG6putaHisi 0 NPOTOKO/Y KNiHIYHOTO AOCNiAKEHHS «KniHiuHe
pocnigpxkeHHs 3 dhasn nopiBHAHHA JapaTtymymady, bopTtesomiby Ta [ekcameTtasoHy (DVd) 3 BopTesomibom
Ta JlekcameTtasoHom (Vd) y nauieHTiB 3 peuuavBHOI 4M pedipakTepHO MHOXWHHOK MIENIOMON», KOA
pocnimpkeHHss 54767414MMY3004 , 3 nonpaskoto INT-6 Big 08.04.2020 p.; cnoHcop - «AHCCEH
SAPMALEBTVKA HB», benbris

3anBHuK - «AHCCEH ®APMALEEBTWKA HB», Benbris

BYNO CTANO
nikap Mununexko I.B. nikap Horaesa J1.1.
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«Yepkacbknii  06/1aCHUIA  OHKONOTIYHWIA -~ AMcnaHcep
Uepkacbkoi o6nacHoi pagm», O6nacHuii nikyBasibHO-
[AiarHOCTUYHWUIA reMaTosIoriYHNIA LeHTP, M. Yepkacu

«YepkacbKuii obnacHwuii OHKOJIOTIYHWIA
ancnaHcep  Yepkacbkoi  obnacHoi  paaw»,
O6nacHuit NiKyBaJIbHO-A,iarHOCTUYHWIA

remMaTosioriyHnin LeHTp, M. Yepkacu

15




