JopaTtok

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJMIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne09 Big 18.05.2023,
HTP Ne18 Big 18.05.2023, Ha siki 6y/i1 OTpUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «<ROSY-D: [locnigxeHHA NPOAOBXEHHS JiKyBaHHA ANA NaLieHTIB, AKi 3aBepLunIn yyacTb y nonepesHbomy
OOC/iMKEHHI OHKOMOTYHOrO 3axBOPHOBAHHSA i3 3aCTOCYBaHHSAM AypBaslyMmady i, 3a OLIHKOK [AOCMiAHMKA,
OTPUMatOTb K/iHIYHY KOPUCTb Bif, NPOAOBXEHHS MiKyBaHHS», koA gocnigpkeHHs D4191C00137, sepcis 2.0 Big
24 cepnHsa 2022 poky, cnoHcop - «AcTpa3eHeka Ab», LLBewis / AstraZeneca AB, Sweden

daza-Ill b

3asBHuK - TOB «MAPEKCEJ1 YkpaiHa»

Ne MM.1.B. BiANOBIAANBHOrO AOCNIAHMKA,

n/n Ha3sga Micus npoBefeHHSA KiHIYHOro BUNPo6yBaHHS

1. | 4.M.H., npod., 3aB. Kah. KpnxaHiBcbka A.E.

KomyHanbHe HekomepLiiHe nignpueMcTBO «IprkapnaTcbkuid KiHIYHWA OHKONOTYHWI LLeHTp IBaHo-
dpaHkiBCbKOT 06/1aCHOT paan», XipypridHe BiggineHHs Ne2, |BaHO-DpaHKIBCbKWI HaUiOHasIbHWIA
MeNYHWUI YHIBEPCUTET, Kadieapa OHKO/Orii, M. IBaHO-PpaHKIBCbK

2. | nikap MNigBep6eupka A.B.

O6nacHe KOMyHa/lbHE HeKOMepLUiiHe MigNPUEMCTBO «BYKOBVMHCBKUIA K/IHIYHWIA OHKOJIOTIYHWIA
LeHTP>», CTPYKTYPHWIA Nigpo3aia KNiHIYHOT OHKOAOTiT, M. YepHiBUi

3. K.M.H., 3a@B. Bigain. Agamuyk I'.A.

KomyHanbHe nignpuemMcTBo «KpMBOPI3bKMIA  OHKOMOTIYHWUIA — gucnaHcep»  [HiNponeTpoBCbKOI
06nacHoi paan», XimioTepaneBTWYHe BiafineHHs, M. Kpusuii Pir

4. | nikap >Xonygesa /1.0.

KomyHanbHEe  HekomepuiiHe  NigNnpPUEMCTBO  «3akapnaTtCbkKMil  MPOTUNYX/IMHHWIA  LEHTP»
3akapnaTcbKoi 06/1aCcHOI paau, XimioTepaneBTUYHE BiAfiNIEHHS, M. YXXropoa

2. «[pocnekTvBHe, 6araToueHTpOBe, paHAoOMi3oBaHe, MoAgiliHe chnine, nnaueb0-KOHTPO/IbOBaHe
pocnimpkeHHa Il dasn gna NopiBHAHHA edekTUBHOCTI Ta 6e3nekn MaciTuHiGy Ta nnauebo npu ikyBaHHi
naLieHTiB 3 TAXKOK aCTMOI0, IKa He KOHTPOJTIETLCA NePOpaIbHUMU KOPTUKOCTEPOTgaMU», KOL, AOCNIIKEHHS
AB20003, sBepcisa 3.0 Big 25.10.2022, cnoHcop - AB Science, ®paHuis

®a3za - Il

3anBHuK - TOB «CiHepmpxmn Fnoban YkpaiHa»

M.1.B. BignosiganbHOro gocnigHuka,
HasBa micLs npoBeAeHHs KNiHIYHOTro BUNPO6YBaHHS
1. O.M.H., npod. ToBT-KopwnHcbka M.1.
KomyHasnibHe HekoMepLiiiHe nignpueMcTBO  «LleHTpanbHa Micbka
KNiHIYHa NiKapHa»  Y>XropoAcbKoi MiCbKOT pagwn, MyJbMOHOMAOrIYHEe
BigdiNeHHs, [epXaBHNA BULLMIA HaBYa/IbHUIA 3akniaf, «Y>XropoACbKuii
HalioHa/IbHWIA YHiBEpCUTET», kKadheapa BHYTPILLHIX XBOPOO, M. Y)Xropos,
2. O.M.H., npodh. PogioHosa B.B.
KomyHanbHe HekomepuiiiHe nignpuemcTBo «Micbka K/iHiYHA NikapHa
Ned» [IHINPOBCbKOI MICbKOI pagmn, Micbkuii LleHTp no sikyBaHHO
npodpeciiiHnx 3axBoptoBaHb, [HINPOBCHKWI [AepXaBHUA MeaNYHUIA
yHiBepcuTeT, Kadegpa BHYTPIWHBLOT MeguumHu 2,  dtusiaTpii,
npodpecinHnX XBOpo6 i KNiHiYHOT iMyHOAOriT, M. JHINPO
3. K.M.H. [NexeHbko B.C.
MeanuHmii  LEeHTp ToBapucTBa 3 O0OMEXEHOK BignoBiAas/IbHICTIO
«EBponab», ambynaTopHO-NONIK/MIHIYHE BiadifeHHs, M. Kuis
4. nikap Pomantok C.IT. 3HATO 3 po3rnsAgy 3a
MeguyHuii  LUEeHTp TOBapucTBa 3 OOMEXEHOH BiAMNOBIAA/ILHICTIO | PILLIEHHSAM CNOHCopa
«Mepibop», BiggiNeHHa 3 AEHHUM CTalioHapoM, Xipyprielo 04HOro AHs
Ta NasiaTor iHTEHCUBHOI Tepanii, M. XXutomup
5. O.M.H. Focnogapcbkuin |.5.
KomyHasibHe HekomepLiiHe nignpuemMcTBo «TepHoninibCbka o6s1acHa
KniHiYHa nikapHa» TepHoninbCbkoi o6nacHoi paan, O6nacHuii LeHTp
KNiHIYHOT iIMYHOJ/IOriT Ta anepronorii, NyJbMOHOJIOMNYHE BiAA4iNIEHHS,

Ne n/n MpymiTKN




M. TepHonisb

6. K.M.H. KyniTka 1O.E.

KomyHanbHe HekomepLiiHe nignpueMcTBO «JIbBiBCbKe TepuTopiasibHe
MeguyHe o6'egHaHHA  «KniHiYHa nikapHA M1aHOBOrO  NiKyBaHHS,
peabiniTauii Ta naniaTMBHOI AONOMOIM», BiAOKPEMNEHWI Nigpo3ain «5-
a JlikapHsa», NyNbMOHO/OrYHE BiafiNneHHs, M. JIbBiB

7. nikap Monyapyk O.B.

KomyHasibHe nignpuemcTBo «PiBHEHCbKa o6GnacHa KniHivHa JslikapHs
imeHi FOpis CemeHioka» PiBHEHCLKOT 06/1aCHOI paau, Ny/1bMOHOOTYHE
BifAiNeHHS, M. PiBHe

8. O.M.H., npod. AuTATKOBCbKA €. M.

KomyHasibHe HekomepuiiHe mignpuemMcTBo «KniHidHa nikapHS WBUAKOT
MeaM4HOT A0NoMOrn» [HINPOBCbKOT MICbKOI paau, asieprosorivyHui
LEeHTp, M. [Hinpo

9. 3aB.Bifg. N'yHaepTaiino b.1.

KuiBcbka K/iHIYHA NikapHA Ha 3aslisHMYHOMY TpaHcnopTi Ne2 doinii
«LleHTp OXOpOHW 3[0pOB’A» akUiOHEPHOro TOBapUCTBa «YKpaiHCbKa
3ai3HULAY», MYSIbMOHOJI0rYHE BiadineHHs, M. Knis

10. K.M.H. JlutBnHoBa T.B.

KomyHanbHe HekomepuiiHe nignprveMcTBO «KpuBopi3bka Micbka
nikapHA Nel6» KpuBopi3bkoi MiCbKOT pagu, TepaneBTUYHe BifdifeHHs,
[HinpoBCbKMil aepxaBHWI MeaNYHWIA yHIBEpCUTET, Kadeapa negiatpil,
CiMeliHOI MeauuuHM Ta  KIIHIYHOT  N1abopaTopHOi  AiarHOCTUKK
dhakynbTeTy NiCAAMNIOMHOT OCBITU, M. KpuBuia Pir

11. K.M.H. BuwiHmBeubkuia |.1.
KomyHanbHe nignpmemctso «JlikapHsa Noel» >XUTOMUPCLKOI MiCbKOT
pagu, KOHCY/IbTaTUBHO-/iKyBa/IbHe BigAineHHs «HaykoBo-
OOCNIAHNUBKUIA LEHTP», M. XKutommp

12. K.M.H. )XoBaHuk H.B.

JlikyBaNbHO-AiarHOCTUYHNIA LIEHTP «3akaprnaTCbKUl LIEHTP XipypriuyHmx
iHHOBaL|in «AcTpamea» TOBapuUCTBa 3 OOMEXEHOH BifNOBIAA/ILHICTIO
«KniHika 310p0B0Oi poAnHK «AcTpamea», M. Y)Xropof

3. «[MopggiliHe cnine, paHAoMi3oBaHe, M1aLeb0-KOHTPONbOBaHe AOCAiMKEHHA 1 diasm 3  nepwmm
3acToCcyBaHHSIM MepopasibHoro npenapaty DF-006 y nfogeilt ons oujiHKA 6e3nekn, NepeHOCUMOCTi i
thapmakokiHEeTMKM NiC/1S NepopasibHOro NPUIioMy 0AHOKpPATHOT f03K | baraTokpaTHMX f03 npenapaty DF-006 y
3g0poBux oci6 (HactmHa 1 i YacTvHa 2) Ta y nauieHTiB 3 XPOHiYHMM renatutom B (YacTtnHa 3)», Kop
pocnigpkeHHs DF-006-1001, Bepcia 7.0 Big 01 6epesHs 2023 poky, cnoHcop - YxeusssH Ao HaHb
BaiiotexHonogxi J1Ta., Kutaii (Takox Bigoma sk komnaHis «[par ®apm»)/Zhejiang Yao Yuan Biotechnology
Ltd. (also known as Drug Farm), China

daza-1/lb

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

Ne M.1.6. BigNOBiAa/ILHOrO AOCNIAHMKA,

n/n HasBa micus npoBeAeHHs KiHIYHOro BUNPO6YBaHHS

1. K.M.H. AHacTacii |.A.

MeauyHuiA LeHTp ToBapuUCTBa 3 0OMEXEHOI0 BiANOBIAANLHICTIO «ApeHcia Ekcnnopatopi Megici»,
BiA4IN KNiHIYHMX JochigpKeHb, M. KuiB

2. Nikap OobpsHcbka M.A.

KomyHanbHe HekomepLiiHe nianpuemcTBo «KniBcbka Micbka KniHiuHa nikapHsa Ne 12» BMKOHaBYOro
opraHy KuiBCbkOi MicbkOi paau (KWMIBCbKOI MICbKOT AepXaBHOI agMiHicTpalii), BigdineHHs
HeBigKNnaaHoi (eKCTpeHoi) MeanyHoI Aornomoru, M. Knis

4. «[poTOKON NPOAOBXEHHA niKyBaHHA Mali€HTIB, SAKi NPOLOBXYHTb OTPUMYBATW KOPWUCTbL Bif Tepanii
iGPYTUHIGOM niCNiA 3aBEPLUEHHS Yy4yacTi Yy KNIHIYHUX LOCMIMKEHHSAX I6PYTUHIOY», KOO [OOCHIIKEHHS
PCYC-1145-LT, iHkopnopoBaHuii nonpasBkoto 2 Big 30 BepecHa 2022 poky, cnoHcop - Pharmacyclics
Switzerland GmbH, Lseiiyapis

®aza - IV

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



No M.I.6. BignoBiga/IbHOro AOCIAHMKA,

n/n Ha3Ba Micus NpoBeAeHHS K/iHIYHOro BUNPOOYBaHHS

1. nikap Horaesa J1.1.

KomyHanbHe HekomepuiiiHe nignpnemMcTBo «YepKacbkuii 06/1aCHUIA OHKOMOTiIYHMIA  AncnaHcep
Uepkacbkoi ob6nacHoi pagu», O6nacHwii NiKyBaslbHO-AIarHOCTUYHWUIA TeMaTosorNYHNA  LEeHTP,
M. Yepkacu

2. A.M.H. Macnsk 3.B.

[JepxaBHa ycTaHoBa «IHCTUTYT naTosnorii KpoBi Ta TpaHcdysiliHOI MeguumHM HauioHasnbHOT
akazeMii MeIndHUX HayK YKpaiHu», BigaineHHs remaTonorii, M. J1bBiB

3. 3aB. LeHTPOM YceHko [.B.

KomyHasibHe HekomepuiiHe nignpnemctBo «Micbka KniHidHa nikapHsa Ned» [HIMPOBCLKOI MICbKOT
paau, remaTosioriyHe BigaineHHsa, M. Hinpo

5. OHoBneHwuii MpoTtokon, ciHanbHa Bepcia 10.0 Big 20 rpygHa 2022 p., aHrMiACbLKOIO MOBOIO;
IHchopmauia ana yyacHuka ta dopma iHchopmMoBaHOi 3rogm Ha ydacTtb (anAa pgiter 12-13 pokis),
thiHanbHa Bepcia 3.0-UA(UK) Big 04 kBiTHA 2023 p., yKpailHCbKOIO MOBOIO; IH(hopMaLia gna yuacHuKa ta
thopma iHchopMmoBaHOT 3rogun Ha y4yacTb (ana giteit 12-13 pokiB), hiHanbHa Bepcis 3.0-UA(RU) Big 04
KBiTHA 2023 p., pocilicbkoio MoBoIO; IHhopMauisa gna yyacHuka Ta popma iHhopmoBaHOi 3rogu Ha
yuacTtb (gna giteid 14-17 pokis), dpiHanbHa Bepcis 3.0-UA(UK) Big 04 kBiTHA 2023 p., yKpaiHCbKOLO
MoBolo; IHhopmauis gnsa ydacHuka Ta popma iHthopmoBaHOi 3roamn Ha yydacTb (A1 giten 14-17 pokiB),
chinanbHa Bepcia 3.0-UA(RU) Big 04 kBiTHA 2023 p., pocilicbkoo MOBOIO; IHhopmaLia Ana yyacHUKa Ta
cthopma iHchopmoBaHOI 3roam Ha yyacTb (an5 6aTbkiB), thiHanbHa Bepcia 8.0-UA(UK) Big 04 kBiTHA 2023
p., YKpaiHCbKOKO MOBOIO; IH(hopMaLis ans yyacHuka ta oopma iHpopmoBaHOiI 3rogu Ha yyacTb (AN
G6aTtbkiB), ¢piHanbHa Bepcia 8.0-UA(RU) Big 04 kBiTHA 2023 p., pOCIiiCbKOIO MOBOK [0 MPOTOKOY
KMNiHIYHOro AocnimkeHHs «JocnimkeHHs 3 nigbopy A03u ANs OUiHKM edDeKTMBHOCTI i 6e3nekn 3acToCyBaHHS
npenapaTty ComanayutaH (somapacitan) oanH pas Ha TWXAEHb Y NOPIBHAHHI 3 3aCTOCYBaHHAM npenapary
HopgaitponiH® (Norditropin®) ognH pa3 Ha AeHb Y AITEN i3 3aTPUMKOI POCTY, LLIO 6Y/I1 HAPOMKEHI ManMun Ans
rectayiiHoro Biky Ta He Ha3[orHau y 3pocTi A0 BiKYy 2 poku Ta cTapLue», kog gocnimkeHHs NN8640-4245,
thiHanbHa Bepcisa 8.0 Big 08 6epesHa 2022 p.; cnoHcop - Novo Nordisk A/S (Denmark)

3aaBHUK - TOB «HoBO Hopgick YkpaiHa»

6. OHOB/EHUIA NPOTOKON K/iHiYHOro BunpoGyBaHHA NN7415-4311 (Explorer 7) «EchekTuBHICTbL Ta
6e3neka npodpinakTMuHOro 3acrtocyBaHHA KoHUM3ymaGy y nauieHTiB 3 remodyinieto A uu B,
yCKNagHeHoto iHriGitopamun», thiHanbHa Bepcia 9.0 Big 27 BepesHa 2023; OHoBNeHu gopatok | ao
NPOTOKOJy AOC/iAKEHHA, (piHanbHa Bepcia 14.0 Big 13 Ciuna 2023, aHrnilicbKoto moBoto; IHchopmauis
ANA yyacHuKa i Popma 3rogm Ha ydactb Ans gopocnux, piHanbHa Bepcia 6.0-UA(UK) Big 11-
KBiTHA-2023, yKpaiHCbKOIO MOBOIO; IH(hopMauis Ana yvacHuka i dopma 3rogu Ha ydyacTb AN
popocnux ciHanbHa, Bepcia 6.0-UA(RU) Big 11-KBiTHA-2023, pociiicbkoto moBoto; IHhopmauia ans
yyacHuKa i dopma 3rogu Ha yyactb gns 6aTbkiB, hiHanbHa Bepcia 6.0-UA(UK) Big 11-KBiTHA-2023,
YKpaiHCbKOl0 MOBOO; IHchopMauia AnAa yyacHuka i @opma 3roau Ha yyactb Aans 6atbkiB, hiHanbHa
Bepcia 6.0-UA(RU) Big 11-KBiTHA-2023, pociiicbkolo MoBoOto; IHhopMauia ansa ydacHuka ta dopma
3roAu Ha yyacTtb y gochnifikeHHi ansa nignitkis (14-17 pokiB), chiHanbHa Bepcia 6.0-UA(UK) Big 11-
KBiTHA-2023, yKkpaiHCbKOl MoBOW; IHdopmMmaulis Ana ydacHuka Ta dopmMa 3rogM Ha yvyactb Yy
pocnipkeHHi ana nignitkis (14-17 pokiB), diHanbHa Bepcia 6.0-UA(RU) Big 11-KBiTHA-2023,
pociiicbkoto MoBoO1o; IHchopmauis Ana yyacHuka ta dopma 3rofv Ha BUKOPUCTaHHA 3pasKiB KpoBi gnsA
Mai6GyTHIX AocnipkeHb, piHanbHa Bepcia 5.0-UA(UK) Big 11-KBiTHA-2023, yKpaiHCbKO MOBOIO;
IHhopMmauia gna ydacHumka Ta dopma 3roauM Ha BUKOPUCTAHHSA 3pasKiB KPOBi ANl MaAOYTHiX
pocnipkeHb, piHanbHa Bepcia 5.0-UA(RU) Big 11-KBiTHA-2023, poCiiicCbKOO MOBOK [0 MPOTOKOY
KNiHIYHOro AocnimkeHHs «EQekTMBHICTL Ta 6e3neka npoduifiakTUYHOro 3actocyBaHHs KoHuusymaody vy
nauieHTiB 3 remodoinieto A un b, ycknagHeHoto iHribiTopamn», kog gocnimkeHHss NN7415-4311, dhiHanibHa
Bepcis 7.0 Big 18 yepBHA 2021 p.; cnoHcop - Novo Nordisk A/S (LaHis)

3aaBHUK - TOB «HoBO Hopgick YkpaiHa»

7. IHchopmauis ana nauyieHTa Ta iHhopMoBaHa 3roga Ha y4acTb Yy HAyKOBOMY AOC/TiKEHHi, Bepcis 11.0
Ana YkpaiHu Big 16 ciuHa 2023 poky, YKpaiHCbKOIO Ta pociiicbkoio MoBamu; IHchopmauiiiHuii nuct
nayieHTa CTOCOBHO fili B yMOBax naHAeMivHoi cuTyaduii (Takoi sk COVID-19) a60 nig yac reononitTuyHor
Kpu3n B YKpaiHi, siKka BN/IMBa€ Ha yyacTb Y gocnigkeHHi, Bepcia 2.0 ana YkpaiHu Big 16 ciuHa 2023
POKY, YKPAiHCbKOIO Ta POCICbLKOIO MOBamu [0 MPOTOKOMY K/IHIYHOrO [OCNiMKeHHs «baraToueHTpose,
TpuBasie noAoBXeHe pAocnimkeHHs |l dpasn 3 OLUiHKM 6e3neyHOCTi Ta eqIeKTMBHOCTI YnagauuTuHIOy
(ABT-494) y nauieHTiB 3 BMpPa3KOBMM KOMTOM», KoA AochimxkeHHs MI14-533, 3 iHKoprnopoBaHUMMU
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AAMiHicTpaTMBHUMUK 3MiHamn 1, 3, 5, 6, 7, 8 (Tinbkn gna KaHaaw), 910 ta Monpaskamun 0.01, 1, 2, 3,4, 5,6 Ta
7 Bipg, 30 6epesHs 2022 poky; cnoHcop - AbbVie Inc., USA
3anaBHuK - «<E66BI BiohapmacktoTikan3 FTM6X», LLseliuapis

8. OHOBNEHUIA NPOTOKON KiiHIYHOrOo BUNpoGyBaHHA M16-045, Bepcia 7.0 Big 13 rpyaHa 2022 poky;
IHcbopmania ana naudieHTa Ta iHpopMmoBaHa 3roga Ha yyacTb Y HayKOBOMY [AoOChnigXeHHi Ta
HeOGOB’sAI3KOBOMY AOCHNiMKEHHI, Bepcia 6.0 ana YkpaiHn Big 16 ciuHAa 2023 poKy, YKpaiHCbKOK Ta
pocilicbkolo MoBamMu; 3pa3oK MapKyBaHHA AOCNIMKYBAHOIo JliKApCbKOro 3aco6y YnapauuTuHIO
(ABT-494) 15 mr, TabneTtkn, BKPUTI MIiBKOBOKD 060/1I0HKOI, 100 TaGneTOK, YKPAiHCbKOIO MOBOIO;
3pa30K MapKyBaHHA A0CNILKYBaHOIO JlikapCbKOro 3aco6y Ynagauututio (ABT-494) 30 mr, TaGneTKu,
BKpUTIi NMIBKOBOO O0GONMOHKOI, 100 TaG/neToK, YKpPAiHCLKOK MOBOK [0 MPOTOKOY KAiHIYHOro
pocnigxeHHsa «PangomizoBaHe, noAgiliHe cnine, nnaue60-KOHTPONbOBaHe Aoc/igxeHHA ®a3un 3 418 OUiHKK
npenapaTty ynagauyutuHIO y nMigniTkie Ta [OPOC/MX MaUieHTIB 3 MOMIPHUM Ta TSHKKMM  artoniyHum
AepmaTutom», kog gocnigpkeHHs M16-045, sepcisa 6.0 Big 28 ciuHa 2021 poky; cnoHcop - AbbVie Inc., USA/
E66BI IHk., CLLA

3anBHuK - «EB6BI BiothapmachkoTikan3 TM6X», LLseliLapis

9. 3mMiHa Micus nNpPOBeAEHHA KJiHIYHOrO BUMNPOOYBaHHA [0 NPOTOKOAY KAIHIYHOTO AOCAIAKEHHS
«PaHpomizoBaHe, noAgiliHe cnine pgocnimkeHHs, Il da3n, ona nopiBHAHHA npenapaTy YnagauuTUHIG
(ABT-494) 3 nnauebo Ta 3 agasliMmymadbom y Nauji€eHTiB 3 akTMBHUM NCOpiaTUYHUM apTPUTOM, SIKi MaloTb B
aHamMHe3i HeadekBaTHy BIgNoBiAb MNPUHAWMHI  Ha OAWH  HeBGIoNoriYHMiA  XBOPOHO-MOANIKYHOUMiA
npotupeBmatuyHuii npenapat (XMIMPM) — SELECT - PsA 1», kog pgocnimpkeHHa M15-572, 3
iHKOPNOPOBaHNMK aAMiHICTpaTMBHUMY 3MiHamK 1, 2, 3, 4, 5, 6 [an1A ToHKoHry (KuTalii)], 7 i 8 Ta MNonpaBkamu 1,
1.01 (ana VHP kpain) 2, 3, 4, 5, 6 Ta 7 (414 BCiX KpaiH kpiM AnoHii) Big 30 ciuHA 2021 poky; cnoHcop - AbbVie
Inc., USA

3anBHuK - «EB6BI BiothapmachkoTikan3 TM6X», LLseliLapisa

BYNO CTAJIO
Bacuneub B.B. nikap Bacuneub B.B.
BaratonpodinbHwuii MeAUYHUIA ueHTp | JlikyBasibHO-AiarHOCTUUHWIA LEeHTP TOBapuUCTBa 3
OpecbKoro HauioOHa/IbHOrO MeAUYHOIO | 0GMEeXeHOo BignoBiganbHiCTIO «[im
yHiBepcuTeTy, peBmMaToforiyHe BigAineHHs, MeaULUHUN», amGynaTtopHo-nonikiHiuHe
M. Ogeca BigaineHHs, m. Ogeca

10. 3miHa BignoBiganbLHOro gocnigHMKa Ta Micusa NpoBeAeHHA K/iHIYHOro BUNpoGyBaHHA; Bpollypa
pocnigHuka R0O5532961 (Ipatasertib, GDC-0068, G-035608), Bepcisa 14, Big uyepBHA 2022 poKy,
aHrnificbKkoo MoBow; IHchopmauiiiHuii nncTok nauieHTa i popma iHhopmoBaHoi 3rogu, Fpyna 1, gna
YkpaiHu, Bepcisa 3.0 Big 21 6epe3Hs 2023 pokKy, Ha OCHOBI MaiicTep-Bepcii IHchopmauiiiHoro nuctka
nauieHta i popmu iHcbopmoBaHoi 3roau, Bepcia 3.0 Big 21 GepesHs 2023 poKy, aHIMIACBKOK Ta
yKpaiHCbKolo moBamMu; Jopatok go IHhpopmauiiiHoro nuctka nauieHTa i popmu iHpopmoBaHoi 3rogu,
Fpyna 1, pna YkpaiHu, Bepcia 3.0 Big 21 Gepe3Ha 2023 poky, Ha OCHOBi MaiicTep-Bepcil
IHchopmauiiiHoro nucTka nauieHta i hopmu iHdpopmoBaHoi 3roan, Bepcis 3.0 Big 21 6epesHs 2023 poky,
aHINIACbKOIO Ta YKpaiHCbKO MoBamu; flogaTok Ao IHdopmauiiiHoro nuctka nadieHta i dpopmum
iHbopMoBaHOi 3roau: 3roga Ha aflbTepPHATUBHE NPOBeAEHHS Bi3UTIB Y paMKaxX AOCNiHKEHHS B yMOBax
pocilicbkoro BTOpPrHeHHA1 B YKpaiHy, ons YkpaiHu, Bepcisa 2.0 Big 18 kBiTHA 2023 poKy, Ha OCHOBI
malicTtep-Bepcii flopatky o ®opmu iHhopmoBaHOi 3roau ana pocnipkeHHAa GP42658, Big 16
nucrtonaga 2022 pokKy, aHrMilicCbKOK Ta YKPAiHCbKOK MOBaMW A0 MPOTOKO/Y KAiHIYHOrO BUNPOOYBaHHS
«BigkpuTe, baraToLeHTpoBe, Y ABOX rpynax AocnimkeHHs, b dpasn ans ouyiHku hapMakoKiHeTUYHOT B3aEMOaiT
nikapcbkmx NpenaparTis gaponyTamifa Ta inatacepTtioa Ta 6e3neky 3aCToCyBaHHA X KOMGiHALT Npu kacTpar-
pe3nCTEHTHOMY paky nepeamixypoBoi 3a5103u», Koa gocnimpkeHHs GP42658, sepcisa 1.0, Big 14 cepnHa 2020
poky; cnoHcop - ®. XothdmaHH-/1a Pow N4, LWeeiuapisa / F. Hoffmann-La Roche Ltd, Switzerland

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

BYNO CTAJNIO0
K.M.H. BoHaapeHko HO.M. nikap JopoHiHa M.B.
MeauuHuiA UeHTp ToBapucTBa 3 OOMEXeHOW | MeguMuyHWIA LEEHTP TOBapuCTBa 3 OOMEXEHOo
BignoBiganbHicTiO «CapMOHis Kpacu», | BignoBiganbHicTIO «ApeHcia  Ekcnnoparopi
BigAiNIeHHA KNiHIYHUX BUNpo6yBaHb, M. K1is MegiciH», Bigain KniHiyHMX gocnigxeHb, M. K1is




11. OHoBneHwuii MPOTOKOJ KNiHIYHOIO JOCNiAKEHHS, IHKOPNOpPOBaHUiA NONpPaBKoLo 2 Bif, 22 KBiTHA 2022
p., aHrnificbkoro MoBO; Bpollypa gocnigHuka gocnigXyBaHoro ikapcbkoro 3aco6y CoTtiknecrtar
(TAK-935), BugaHHsA 8 Big 13 nunHA 2022 p., aHrNiicbKolo MOBOK; BunpaBneHHs 1 Big 28 nunHa 2022
p- Ao Bpowypu aocnigHuka gocnigKyBaHOro nikapcbkoro saco6y Cortiknecrar (TAK-935), BugaHHa 8
Big 13 nunHa 2022 p., aHrnificbkoo MoBoLo; [locb€e AoCnigKyBaHOro jlikapcbkoro 3acooy TAK-935,
Bepcis 6.0 Big 03 TpaBHA 2022 p., aHrNiliCbKOKO MOBOIO; [l0CbE AOCNIAXYBaHOro NiKapcbKoro 3acooty
TAK-935, Bepcia 7.0 Big 16 rpygHa 2022 p., aHrniiicbkolo moBoto; TAK-935-3001 IHchopmaunisa gns
nauieHTa Ta oopma iHhopmoBaHOi 3roau, Ans YKpaiHu, aHrnificbKoo MOBOto, Bepcif 2.0 Big, 24 ciuHA
2023 p.; TAK-935-3001 IHchopmauisa ana nauyieHta Ta cpopma iHcpopmMoBaHOI 3roau, Ana YKpaiHu,
YKpaiHCbKOIO MOBOLO, Bepcis 2.0 Big 24 ciuHAa 2023 p.; TAK-935-3001 IHchopmauisa ana nauieHta Ta
thopma iHhopmoBaHOI 3roaun, ana YKpaiHu, POCilicbkolo MOBOLO, Bepcif 2.0 Big 24 ciuHa 2023 p.;
TAK-935-3001 IHchopmauia pna 6atbkiB i hopma iHchbopmoBaHOI 3roau, Ansi YKpaiHu, aHrniicbKoro
MoBolo, Bepcif2.0 Big 24 ciuHa 2023 p.; TAK-935-3001 IHchopmauis pna 6arbkiB i ¢opma
iHbopMoBaHoOI 3roau, Ans YKpaiHu, yKpaiHCbLKOIO MOBOIO, Bepcis 2.0 Big 24 ciyHA 2023 p.; TAK-935-
3001 IHdhopmauia gna 6atbkiB i popma iHhopmoBaHoOi 3rogu, ANA YKpaiHW, pPocCilicbKo MOBOIO,
Bepcis 2.0 Big 24 ciuHna 2023 p.; TAK-935-3001 IHchopmauia ans nauieHTa i popma iHchopmoBaHoOi 3roau
ANA HEeNOBHOMITHIX Aitel Bikom 14-18 pokiB, Ans YKpaiHu, aHrNilicbKolo MoBOlo, Bepcis 2.0 Big 24
ciuHa 2023 p.; TAK-935-3001 IHdopmauis Ana nauieHta i copma iHdopmMoBaHOI 3roau Ans
HENOBHOJIITHIX giTell Bikom 14-18 pokiB, pnAa YKpaiHu, YKpPaiHCbKOO MOBOIO, Bepcis 2.0 Big 24 ciuHsA
2023 p.; TAK-935-3001 IHchopmaLia ansa nauieHTa i popma iHpopmoBaHOI 3roan AN HENOBHONITHIX
piten Bikom Big 14-18 pokiB, gns YKpaiHW, pocCiicbKOo MOBOLO, Bepcia 2.0 Big 24 ciuHa 2023 p.;
TAK-935-3001 IHhopmauisa ana naugieHta i oopma iHhopmoBaHOiI 3rogun Ansa MasloNiTHIX AiTel BiKoM
10-14 pokiB, AnAa YKpaiHu, aHrniicbKow MOBOIO, Bepcisa 2.0 Big 24 ciuHAa 2023 p.; TAK-935-3001
IHchopMmauisa ansa nauieHTa i dhopma iHhopMoBaHOT 3rogun ANA MasoniTHIX giteii Bikom 10-14 pokis, gns
YKpaiHu, yKpaiHCbKOIO MOBOIO, Bepcis 2.0 Big 24 ciyHa 2023 p.; TAK-935-3001 IHcdhopmauia ans
nauieHta i popma iHchopmMoBaHOI 3roan ANA MasoiTHIX AiTel Bikom Big 10-14 pokiB, ana YkpaiHu,
pociiicbkoto moBoto, Bepcis 2.0 Big 24 ciuHsa 2023 p.; TAK-935-3001 IHchopmauis ana nauieHTa i popma
iHhopmoBaHoOi 3roan Ans mManonitHix giteii Bikom Big 6 Ao 10 pokiB, AnA YKpaiHu, aHIMiACbKOIO
MOBOIO, Bepcif2.0 Big 24 ciuHa 2023 p.; TAK-935-3001 IHdopmauis pna naudieHta i dopma
iHhopMoOBaHoOI 3rogn gNA ManoniTHIX Aitell BikoM Big 6 Ao 10 pokiB, AnsA YKpaiHW, YKPAiHCbKOIO
MOBOIO, Bepcifi2.0 Big 24 ciuHa 2023 p.; TAK-935-3001 IHdopmauis pna naudieHTa i dopma
iHhopMoBaHoOIi 3rogu Ass MaTIONITHIX AiTel Bikom Big 6 5o 10 pokiB, aAns YKpaiHu, pocCilfiCbKo MOBOIO,
Bepcis 2.0 Big 24 ciuHa 2023 p.; eCOA komnaHii «Knapio»_IHCTpyKUil Wwoan0 po6oTn 3 pe3epBHOIO
Koni€to BeOcaiiTy gna gornsapadis, gara Ha6yTTA UMHHOCTI: 20 ciuHa 2023 p., Bepcisa 2.0, yKpaiHCbKOIO
MoBoto; eCOA komnaHii «Knapio»_IHCTpyKLii N0 poGoTi 3 pe3epBHOIO KONi€ BeGcaiiTa Ansa ocio, Lo
3piliCHIOIOTL Jornag, garta HaéyTTs UMHHOCTI: 20 ciuHA 2023 p., Bepcia 2.0, pociiicbkolo MoBOH; JlucT-
PO3'AACHEHHA LWOA[AO0 YTO4YHEHHs iHcdopmauii WoA0 BUKOPUCTAHHA TPYOGOK ANA eHTepasibHOro
XapuyBaHHSAl 3 MeTOI BBeZleHHA A0CifKyBaHOro npenapary, Big 18 nucronaga 2022 p., aHrniicbKoto
MOBOI0; JIMCT-PO3’SICHEHHA LOAO0 YTOYHEHHsA iHdopMauil WoA0 BUKOPUCTAHHA TPYOGOK AnA
eHTepasIbHOro XxapyyBaHHA 3 METOI0 BBefleHHs1 AocnifkKyBaHoro npenapary, Big 18 nucrtonaga 2022
pP., YKpalHCbKOIO MOBOIO; JIUCT-PO3’SICHEHHA LWWOAO YTOUYHEHHs iHdopmauii Woa0 BUKOPUCTAHHA
TPYOGOK AN eHTepa/IbHOTO XapuyBaHHA 3 METOI BBeAEHHA [OCnifKyBaHOro npenaparty, Big 18
nuctonaga 2022p., pociiicbkolo moBoto; TAK-935-3001, IHCTPYKLUii W00 BBEAEHHA AOCAILKYBAHOIO
npenapary yepes racTpocTomMiuHy TPy6Ky, Tpyoky MIC-KEY a60 etocToHOMiIUHY TpyOKy, Bepcia 3.0 Big,
21 yepBHA 2022 p., aHrniiicbKoto moBoto; TAK-935-3001, IHCTPYKLii 040 BBEAEHHA AOCNI4KYBAHOIO
npenapary yepes racTpocToMiuHy Tpy6Ky, Tpyoky MIC-KEY aGo eloCTOHOMiIUHY TPYOKy, Bepcis 3.0 Big,
21 yepBHA 2022 p., yKkpaiHCbKO MoBOo0; TAK-935-3001, IHCTPYKLIii WOAO0 BBEAEHHA AOCNI4KYBAHOIO
npenapary yepes racCTpoCcToMiuHy Tpy6Ky, Tpyo6ky MIC-KEY aGo eloCTOHOMiIUHY TPYOKy, Bepcia 3.0 Big,
21 yepBHA 2022 p., pocilicbkolo MOBOIO; MoBigOMIEHHA NPO Te, Wo aHani3 A1AG NpoBOAUTLCA Ha
KOXXHOMY BIi3UTi, Mig yac SIKOro OTPUMYIOTb 3pasku Ana ouiHKkn dapmakokiHeTuku (PK) ta (a6o0)
capmakoguHamikn (Ph), Big 12 BepecHs 2022 p., yKpaiHCbKOO MOBOIO; MNoBigoMneHHs npo Te, WO
aHanisa A1AG npoBOAUTBLCA Ha KOXHOMY Bi3WTi, Nif 4Yac AKOro OTPUMYIOTb 3pPasKu A/ OLHKMU
thapmakokiHeTuku (PK) ta (a60) hapmakoguHamikm (P1), Big 12 BepecHs 2022 p., pocCiiicbKOIO MOBOIO;
TAK-935-3001, /lucT Big gocnigHUKa fikapio 3arasibHOI npakTukuy, sepcisa 3.0 Big 07 BepecHsa 2022 p.,
aHrniicbkolo moBoto; TAK-935-3001, J/lucT Big gocnigHuka nikapro 3arasibHOI NpakTuky, Bepcia 3.0 Big,
07 BepecHsa 2022 p., yKpalHCbKOIO MOBOIO; 3pa3oK NanepoBoro woAeHHUKa eninenTUYHUX Hanagie Ta
peecTpauii 3acTocyBaHHA [OC/iQKYBaHOro npenaparty, YKpaiHCbKO MOBOMO, Bepcia 2.0 Big 28
nucrtonaga 2022 p.; 3pa3ok nanepoBoOro WoAeHHMKA CYA0MHMX HanagiB Ta Nnpuitomy [ocCnigKyBaHOro
npenapary, pocificbKkoo MoBoOI0, Bepcif 2.0 Big 28 nuctonaga 2022 p.; TAK-935-3001 /luct o nauieHTta
| pornapaua_Dear Patient-Caregiver Letter, ana YkpaiHu, Bepcia 2.0 Big 03 TtpaBHA 2022p.,
yKpaiHcbKoto moBoto; TAK-935-3001 /iuct ao nauieHta / gornapgava_Dear Patient-Caregiver Letter, ana
YKpaiHu, Bepcia 2.0 Big 03 TpaBHA 2022p., pocilicbkoto MoBol; TAK-935-3001 3pa3ok CTOPiHKU Yy
Facebook_Facebook Copy, gnsa YkpaiHu, Bepcia 2.0 Big 03 TpaBHA 2022 p., YKPaiHCbKOO MOBOIO;
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TAK-935-3001 3pa3ok ctopiHku y Facebook-_Facebook Copy, ana YkpaiHu, Bepcis 2.0 Big 03 TpaBHsA
2022 p., pociiicbkoio moBoto; TAK-935-3001 HanpaBneHHsi Big nikaps 3araibHoi npaktuku_HCP
Referral Card, ansa YkpaiHu, Bepcia 2.0 Big 05 TpaBHs 2022 p., ykpaiHCbKOlo MoBoto; TAK-935-3001
HanpaBneHHs Big nikapsa 3aranbHoi npaktuku_HCP Referral Card, gna YkpaiHu, Bepcisa 2.0 Big 05
TpaBHA 2022 p., pociiicbkolo moBoto; TAK-935-3001 3pa3ok 306paKeHHs1 HA eKpaHi e/IeKTPOHHOro
NPUCTPOIO AOMALLIHLOI cTOPiHKN_Homepage Screenshot, ona Ykpaiuu, Bepcis 2.0 Big 03 TpaBHa 2022
pP., YKpaiHCbKolo MOBOK; TAK-935-3001 3pa3ok 300paXeHHSA Ha eKpaHi e/IeKTPOHHOro MPUCTPOIO
AomMallHboi cTtopiHku_Homepage Screenshot, ana YkpaiHu, Bepcia 2.0 Big 03 TpaBHA 2022 p.,
pocilicbkolo mMoBor; TAK-935-3001 3pa3ok 300paXeHHA Ha €eKpaHi €/IeKTPOHHOro NPUCTPOIO
(moGinbHoro tenechoHy)_Mobile View Screenshot, gna YkpaiHu, Bepcia 2.0 Big 03 tpaBHa 2022 p.,
YKpaiHCbKOO MOBOL; TAK-935-3001 3pa3oK 300paXeHHA Ha €eKpaHi eNIeKTPOHHOro MpPUCTPOLO
(mo6inbHOro tenedhoHy) Mobile View Screenshot, Bepcia 2.0 Big 03 TpaBHA 2022p., pocCiliCbKOI
MoBot0; TAK-935-3001 3pa3oK e/IeKTPOHHOro /incTa rpynu npae 3axucty nauieHta_PAG Email Copy,
AnAa YKpaiHu, Bepcia 2.0 Big 03 TpaBHA 2022 p., yKpaiHCbkoio MoBor; TAK-935-3001 3pasok
e/1IeKTPOHHOro nucTa rpynu npae 3axucty nauieHta_PAG Email Copy, gnsa YkpaiHu, Bepcia 2.0 Big 03
TpaBHA 2022 p., pociiicbkoto moBoto; TAK-935-3001 IHchopmauniiiHMiA AMCT NPO AOCAIMKEHHA LWOoA0
3axucTy npas. nauieHTiB_Patient Advocacy Study Awareness Letter A4, ana YkpaiHu, Bepcis 2.0 Big 03
TpaBHA 2022p., yKkpaiHCbkolo mMoBo; TAK-935-3001 IHhopmauiliHMiA NCT NPO AOCAIMKEHHNA LWOAO0
3axucTy npas nauieHTiB_Patient Advocacy Study Awareness Letter A4, ana YkpaiHu, Bepcis 2.0 Big 03
TpaBHA 2022p., pociiicbkolo moBot; TAK-935-3001 Bpowypa ana HaGopy Ha gocnimxkeHHA_Study
Recruitment Brochure, gnsa Ykpainu, Bepcis 2.0 Big 05 TpaBHA 2022 p., yKpaiHCbKOIO MoBoo; TAK-935-
3001 Bpolypa gna Ha6opy Ha gocnimkeHHs_Study Recruitment Brochure, gns YkpaiHu, Bepcis 2.0 Big,
05 TpaBHA 2022 p., pociiicbkoto MoBO10; TAK-935-3001 MocCiGHUK ansa noyaTky yvyacTi B AOCAiAKEHHi 3
po3sknagom_Study Welcome Guide with Schedule, ana YkpaiHu, Bepcia 2.0 Big 05 TpaBHAa 2022 p.,
YKpaiHCcbKoto MoBoto; TAK-935-3001 MociGHUK ANnA noyaTKy yyacTi B focnigkeHHi 3 po3knagom_Study
Welcome Guide with Schedule, pna Ykpaiun, Bepcis 2.0 Big 05 TpaBHsa 2022 p., pociicbKOl0 MOBOIO;
TAK-935-3001 3pa3ok iHpopmauii Beo-caiity Website Copy, ana Ykpaiuu, Bepcis 2.0 Big 03 TpaBHS
2022 p., ykpaiHcbKkolo MoBoto; TAK-935-3001 3pasok iHcopmauii Be6-caiity Website Copy, gns
YkpaiHu, Bepcia 2.0 Big 03 TpaBHa 2022 p., pocilicbkolo MOBOIO; NMoAOBXEHHA TePMiHY NPUAATHOCTI
pocnipxkyBaHoro nikapcbkoro 3aco6y Cortiknecrart (Soticlestat, TAK-935), TabneTtkun 20 mr 1a 100 mr, go
60 micsauiB; MogoBXeHHA TepmiHy npupaTHOCTI NJlaue6o [0 AOCAILKYBAHOIO /liKApCbKOro 3acoly
Cotiknectar (Soticlestat, TAK-935), ta6netkm 20 mr, go 60 wmicsauiB; 3anyuyeHHA [O[ATKOBOI
BUPOGHMYOI OiNAHKM TeCTyBaHHsA CTaGi/IbHOCTI Ta BUNYCKY AOC/igKyBaHOro npenapaty Cortiknecrar
(Soticlestat, TAK-935), Tta6netkm 20 mr, Sumika Chemical Analysis Service, Ltd. (SCAS), Japan;
3anyueHHA [O0[ATKOBOI BUMPOOHUYUOT AiNIAHKA TeCTyBaHHA CTaGi/IbHOCTI Ta BMNYCKY naue6o Ao
pocnipkyBaHoro npenapary Cortiknecrtar (Soticlestat, TAK-935), Tabnetkn 20 mr ta 100 mr, Sumika
Chemical Analysis Service, Ltd. (SCAS), Japan; 3any4yeHHs AO0AATKOBUX BUPOOGHMUUX [iNAHOK
nakyBaHHA Ta MapKyBaHHA AocnigKyBaHoro npenapaty Coriknecrar (Soticlestat, TAK-935), Tabnetku
20 mr Ta 100 mr, Ta BignoBsigHUX nnaue6o, Fisher Clinical Services UK Limited, United Kingdom Ta
Xerimis Inc., United States (USA); 3MmiHa BignosigasibHOro pAocnigHuKa y Micui npoBefeHHs
BMNPOGYBaHHA [0 NPOTOKOY KAiHIYHOIO AOCNigpKeHHs «baraToueHTpoBe, paHAoMi3oBaHe, NoABiiHe chine,
nnaueb0-KOHTPOIbOBaHe AOCIMKEHHA B napanefnbHuX rpynax n/ia ouiHkM epekTMBHOCTI, 6e3neyvyHocTi Ta
nepeHocumocTi CoTiknecraty B SKOCTi [0OAATKOBOI Tepanii y MauieHTiB AUTAYOro Ta MOJIOAOro BiKy i3
cvHgpomom [pase (CL)», kog pocnimxkeHHs TAK-935-3001, iHiuiasibHa Bepcis Big 23 6epe3Hsa 2021 poky;
crnoHcop - Takega [AesenonmeHT CeHTep Amepikac, IHK. (TOAC Amepikac) (Takeda Development Center
Americas, Inc.(TDC Americas))

3asaBHUK - ToBapncTBO 3 O6MEXeHOH BignosiganbHICTIO «KoOHTpakTHO-ocnigHnubka OpraHisauis IHHothapM-
YKkpaiHa»

BYNO CTANO
K.M.H. lenbBa A.10. 3aB. Big. Kpuwtadosuu A./1.
KomyHanbHe HekomepuiiiHe nignpnemcTBo «lBaHo- | KOMyHanibHe HekomepuiliHe NignpuemMcTBO «lBaHo-
®paHKiBCbKa o06nacHa AMTAYa K/iHIYHA NikapHA | PpaHKiBCbka o6nacHa AuTaya  KniHiyHa  JlikapHs
IBaHO-®paHKiBCbKOI 06n1acHOi paau», BigdineHHs | IBaHO-®paHKiBCbKOT 06n1acHOl pagu», BiggdineHHA
ONs OiTeii 3 ypakeHHSMW LEeHTPasibHOI HEPBOBOI | AN AiTell 3 YypaXeHHSAMU LEeHTpasibHOT HepBOBOI
CMCTEMM Ta MOPYLUEHHAM (PYHKLi ONMOPHO-PYXOBOro | CUCTEMY Ta NOPYLUEHHAM (DYHKLT ONOPHO-PYXOBOr0O
anaparty, M. |IBaHO-®PpaHKIiBCbK anapary, M. IBaHO-®paHKiBCbK

12. OHOBNEHMIA NPOTOKON KAiHIYHOro BUNpPoOyBaHHA, Bepcia 10 Big 27 nwotoro 2023 p.; Popma
iHcbopmoBaHoOi 3rogu, Bepcia 10.0 anA YKpaiHM yKpaiHCbKO MOBOLO Bif 06 KBiTHA 2023 p. Ha ocHOBI
MozaenbHoI hopmMu iHhopmoBaHOI 3roau ana gocnigpkeHHa GO40241 (IMpower030), Bepcia 10 Big 27
noToro 2023 p. 40 NPOTOKOJTY KAiHIYHOro AocnimkeHHs «MoagiliHe cnine, 6araToLeHTPoOBE, paHAoMi30BaHe
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pocnipkeHHs Il dpasu gnsa ouiHkM edoekTUBHOCTI Ta 6e3nekn Heoas ' toBaHTHOI Tepanii ate3onisymaéom abo
nnaue6o B KOMOGIHaUil 3 XimioTepanield Ha OCHOBI npenapariB MaaTUHW Yy NauieHTiB 3 onepabenbHUMm
HeapiGHOKNITUHHUM pakoMm nerens 11, 1A i Bubipkoso IIIB cTagii», koa gocnigxeHHs GO40241, sepcia 9 Bif, 28
noToro 2022 p.; cnoHcop - ®.XodhdmaHH-M15 Pow 14, LBeiiuapis

3aaBHUK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAAILHICTIO «Pow YkpaiHa»

13. Bpouwypa gocnigHuka Imopysika® (I6pyTuHiI6), JNJ-54179060, Bepcia 16 Big 09 rpyaHsa 2022 p.,
AHINIACbKOIO MOBOK [0 MPOTOKO/Y KIIHIYHOTO AOCNIMKEHHS «Bigkpute MNpOLOBXEHEe AOCMILKEHHS Y
nauieHTiB BIKOM 65 pOKIB i cTaplie 3 XpOHIYHMM AiMdiouuTapHuM neikosom (XJ/1/1) abo ApiGHOKMITUHHOK
nimdoumTapHoto nimdpomoto (4J11), siki bpanu yyacTb y gocnigpkeHHi PCYC-1115-CA (i6pyTUHIO y NOPIiBHSAHHI
3 xnopambyunnom)», kog gocnigxkeHHs PCYC-1116-CA, Bepcia 3 nonpaBkoto 4 Big 10 XoBTHA 2022p.;
cnoHcop - Pharmacyclics, LLC, USA

3aaBHUK - ToBapncTBo 3 O6MexeHo BignosigansHicTio «kKoHTpakTHO-AocnigHnubka OpraHisauis IHHodapM-
YkpaiHa»

14. bpowypa pocnigHuka nikapcbkoro 3aco6y SAR442168 (ToneobpyTuHio), Bepcia Nell Big 02
Gepe3HA 2023p., aHrnificbkoilo MoOBOK; OcCHOBHa iHtopmauis npo pocnimpkeHHa i c¢opma
iHpopmoBaHoi 3rogu, Bepcia 13 Big 27 niotoro 2023p., aHrIiicCbKOK MOBOW; IHchopmauia gnsa
nauieHTa Ta hopma iHhopmoBaHoOI 3rogu, Bepcia gnsa YkpaiHu Nell, Big 16 6epe3Hs 2023p. (Ha OCHOBI
OcHOBHOI iHhopmauii npo gocnigpkeHHsa i popmu iHchopmoBaHOi 3roaun, Bepcia 13 Big 27 nTOro
2023p.), yKpaiHCbKOo MOBOIO; IHhopmauisa ana nauieHta i oopma iHchopmoBaHoOi 3roau, Bepcia ans
YKpaiHu Nell, Big 16 6epe3Hs 2023p. (Ha ocHOBi OCHOBHOI iH(hopMaLii Npo gocnigpkeHHA i hopmu
iHpopmoBaHoi 3rogu, Bepcia 13 Big 27 notoro 2023p.), pociiicbkolo MOBOLO; 3MiHa Ha3BU MicusA
npoBeAeHHA BUNPOOYBaHHA [0 NPOTOKOJY KAIHIYHOTO AocnigpkeHHs «PaHAoMi3oBaHe, noABiliHe chine
pocnimpkeHHa 3 dasn Ana BUBYEHHA epekTUBHOCTI Ta 6e3neyHocTi npenapaty SAR442168 y NopiBHAHHI 3
nnauebo B yyacHUKIB 3 MEpPBUHHO-NPOrpecyroumm poscisHum ckneposom (PERSEUS)», koa AocChifXeHHs
EFC16035, 3 nonpaskoto 10, Bepcia 1 Big 12 rpygHa 2022p.; crnoHcop - Genzyme Corporation, USA
(Mxenzaim KopnopeiiwH, CLUA)

3aaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

BYJ1IO CTAJIO

K.M.H. XaByHka M.A.
KomyHanbHe HeKomepuiiiHe nignpuemcTBo «5-a

K.M.H. XaByHka M.A.

KomyHanbHe HeKoMepuiliHe MignpPMeMCTBO

MicbKa K/iHiuHa nikapHa M. JlbBoBa», | «/IbBiBCbke TeputopiasibHe MeguyHe
HeBPOJIOrivHe BigAineHHs, M. /1bBiB 06’egHaHHA «KniHiuHA nikapHA naaHoBOro
NiKkyBaHHA, pea6initayii Ta  naniaTMBHOI
Jonomoru», BigoKpemneHnWiA nigpo3gin «5-a
NikapHsa», HeBponoriyHe BiafiNneHHs 3

MeauYHOK0 peabinitayieto, M. JIbBiB

15. OHoBneHa Bpolypa pgocnigHuka ana npenaparty CK-301 (Kocu6enima6), Bepcis 7.0 Big 19 ciuHa
2023 poKy, aHrnificbkoro MoOBOK; OHoB/eHUI IHopmaLiliHMiA NUCTOK nauieHTa Ta copma
iHcbopmMoBaHOi 3rogun, Bepcia 5.0 ana YkpaiHu Big 28 notoro 2023 p., Ha OCHOBI MacTep-Bepcii 11 Bif,
09 notoro 2023 p., aHrNiiCbKOIO MOBOIO Ta NepPeKaf YKPaiHCbKOK Ta pocilicbkoio MoBaMu Big 21
G6epe3HA 2023 poKy; 3miHa Ha3BU MiCLib NPOBEeAEHHS KMiHIYHOrO BUNPOGYBaHHA Ta BULLOTO MeANYHOro
HaBYa/ILHOrO 3aknagy; 3MiHa BigNOBIAa/ILHOrO AOC/AIAHUKA Ta Micus NPOBeAEHHA K/iHiUHOro
BUNPOGYBaHHA [0 NPOTOKO/Y KNiHIYHOTO AoChimpKeHHs1 «Biakpute 6araTtoLeHTpoBe AoCNimKeHHs | doasu 3
eckanauieto gosn npenapaty CK-301 npu BHYTPiLLHbOBEHHOMY BBEAEHHI B peXMMi MOHOTepanii nawieHTam i3
3anyweHnmmn hopmamum paky», kog gocnimkeHHsa CK-301-101, Bepcis 3 iHKOprnopoBaHoto nonpasBkoto Ne 5 Big,
14 cepnHs 2020 poky ; cnoHcop - YeknoliHT Tepan'toTike, IHK., CLUA (Checkpoint Therapeutics, Inc., USA)
3asaBHuK - TOB «K/IHIYHI BUTTPOBYBAHHA», YkpaiHa

BYNO

CTANO

O.M.H., npod. AyaHiveHko O.C.

JepxaBHa ycTtaHoBa «lHCTUTYT 3arasibHOI Ta
HeBigknagHoi  xipyprii  iMeHi B.T. 3aiiyesa
HauioHanbHOT akagemii MeanyHuUX Hayk YKpaiHu»,
BiAQiNeHHA THiHOT Xipyprii Ha 25 nibkoK 3
nasatolo iHTEHCUBHOI Tepanii Ha 6 nNiXOK,
XapkKiBCbKa MeAu4YHa akageMis nicnsagmnaoMmHoil

O.M.H., npod. AyaHiveHko O.C.

JepxaBHa ycTaHOoBa «IHCTUTYT 3arasnibHOi Ta
HeBigknagHoi  xipyprii  iMeHi B.T. 3aliyesa
HauioHanbHOT akagemii MeAnyHUX Hayk YKpaiHu»,
BigAaineHHsA XipypriuHunx iHpeKwu,il Ta
yCKnagHeHOi OHKO/IOTiYHOT NaTonorii Ha 25 NiXKOoK
3 nanaror IHTEHCUBHOI Tepanii Ha 6 JKOK,




oCBiTU, Kachegpa oHKoNOTIT Ta AUTAYOT OHKONOTIT, | XapKiBCbKuWiA HauioHaNbHUI MeanYHUIA

M. XapkiB yHiBepcuTeT, Kadegpa oHKonorii, npomeHeBol
Tepanii, OHKOXipypril Ta naniaTUBHOI gonomoru,
M. XapkiB

nikap KypoukiH A.B. nikap KypoukiH A.B.

KomyHasnbHe HekomepLUiiHe nignpuemcTeo | KomyHasibHe HekomepLiiHe nignpUeMCTBO

Cymcbkoi obnacHoi pagn Cymcbkuid o6nacHuid | Cymcbkoi obnacHoi pagn «CyMcbKkuii o6nacHuii

KNiHiYHNIA OHKOJIOTiYHUIA AvcnaHcep, | KniHiuHuiA OHKOJIOTiYHWNIA LeHTpP»,

OHKOTOpakasibHe BiafdineHHsa, M. Cymun OHKOTOpakasibHe BiafineHHs, M. Cymn

O.M.H., npod. IBawyk O.l. nikap MipBep6eybka A.B.

O6nacHe kKoMyHa/lbHe HeKkoMmepLiiHe MignpueMmcTBo | O6s1acHe KOMyHaslbHE HEKOMEpLiiHe NigNPUEMCTBO
«BYKOBUHCBKWIA  KMIHIYHWIA OHKOMOTIYHWIA LIEeHTP», | «BYKOBUHCLKUIA KMiHIYHUIA OHKOMOTIYHUIA LeHTP>,
xipypriuHe BiggineHHa Nel, Buwiuiai gepXXaBHuil | CTPYKTYPHUIA Nigpo3Aain  KAiHIYHOT  OHKONOTil,
HaBUYaNbHWUII 3aknag YKpaiHn «ByKOBUHCbKMi | M. YepHiBLi

OepXaBHUIA MeAuUYHUIA yHiBepcuTeT», Kadegpa
OHKonorii Ta pagionorii, M. YepHiBLi

16. OHOBNEeHUii NPOTOKON KNiHIYHOro BUNPOGYBaHHsA, Bepcisa 6 Big 08 ntotoro 2023 p.; OHoBNEHa
Popma iHpopMmoBaHOi 3rogu, Bepcia 5.0 ona YkpaiHu yKpaiHCbKOO MOBOIO Bif, 23 6epe3Hs 2023 p. Ha
OCHOBI MalicTtep-Bepcii hopmu iHhbopmoBaHoi 3rogn ana gocnigpkeHHAa GN41791, Bepcia 6, Big 25
ciuHga 2023 p. 0 NPOTOKONY KAiHiYHOro AocnigpkeHHs «<bAFTATOLIEHTPOBE PAHAOMI3OBAHE MO/BIVHE
CNINE AOCNIMKEHHA ®A3M Il Y NAPANENBHUX TPYMAX 3 NMOABINHAM KOHTPOMEM MNALIEEBO
ANA OUIHKN EQEKTUBHOCTI TA BE3MNEYHOCTI ®EHEBPYTUHIBY NMOPIBHAHO 3 OKPENI3YMABOM
Y OOPOCINX NALIEHTIB 3 MEPBUWHHWM MPOIPECYHOUNM PO3CIAHMM CK/IEPO30M», Kofa
pocnipkeHHss GN41791, Bepcis 4 Big 15 BepecHs 2021 p.; cnoHcop - d.XoddmaHH-JIa Pow /114,
LLBeiiyapis

3asiBHUK - TOBaApUCTBO 3 0OMEXEHOH0 BifNOBiAa/bHICTIO «PoL YkpaiHa»

17. OHoBNeHa O6polwypa aocnigHuka ana neptysymaoy (RO4368451), Bepcis 22 Big notoro 2023 p. 1o
MPOTOKO/IB  KIIHIYHMX JocnigpkeHb: «PaHaomizoBaHe, 6GaraToueHTpoBe, noAgBiiHe-ciine, nnaue6o-
KOHTPOJIbOBaHe [AOCNIMKEHHS, Y AKOMY MOPIBHIOTLCA XiMioTepanis nac Tpactydymab nawc nnauebo Ta
ximioTepanis nawc Tpactysymad nawc neprysymad, Lo Npu3HavalTbCs Yy AKOCTI af’toBaHTHOI Tepanil y
navieHTiB 3 onepabensHUM HER2-N03MTUBHUM NEPBUHHUM PakoM MOJIOYHOT 3a/103U», KOA A0CNimpKeHHs BIG
4-11/B0O25126/TOC4939¢g, Bepcis E Big 30 BepecHs 2021 p.; «PaHgomizoBaHe, 6aratoueHTpoBe, BigkpuTe,
pocnipkeHHs |l dpa3m 3 gBoma rpynamu fikyBaHHS 4151 OUIHKM hapMaKkoKIHETUKM, eDEKTMBHOCTI Ta b6e3sneku
NiALKIPHOro BBEAEHHST (DikCOBaHOI 403U KOMGIHOBaAHOT Nlikapcbkoi hopMy nepTy3ymady 3 TpacTtyaymabom B
noefHaHHi 3 XimioTepanield y nauieHTiB 3 HER2-NO3WTUBHUM paHHIM pakoM MOJIOYHOI 3a/i03u», Kof
pocnipkeHHss WO40324, sepcis 2.0 Big 12 xx0BTHS 2018 p.; «baratoueHTpoBe, B OAHil rpyni CXemu NiKyBaHHs,
BiAKpUTE NpOJOBXeHe [AOCNIMKEHHA MepTy3ymady B pexuMmi MoHOTepanii abo y komb6iHauii 3 iHwWuMK
NPOTUNYX/IMHHUMKM 3acobamMun y MaLieHTIB, WO paHille npuiiMann ydyacTb Y BUNPOOYBaHHSIX NepTy3ymady,
CMNOHCOPOM SIKUX BUCTynana komnaHia XoddmaH-la Polw», ko gocnimpkeHHa M0O29406, sepcia 3.0 Big 14
nuctonaga 2019 p.; cnoHcop - ®.XodcpmaHH-/1a Pow /T4, LWBseliyapis

3aaBHUK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAAILHICTIO «Pow YkpaiHa»

18. Bpowypa gocnigHuka Onanapu6 (Olaparib) (AZD2281, KU-0059436), BuaaHHsa 22 Big, 26 ciuHA 2023
POKyY, aHrniicbKo MOBOIO; YKpaiHa, MK-7339-012, Bepcia 00 Big 10 6epe3Ha 2023p., yKpPAiHCbKOLO
MOBOI0, [lonoBHEHHA A0 iH(hopMauii Ta AOKYMEHTY npo iHhopMoBaHy 3rody AJ1A NauieHTa nicnsa
nporpecyBaHHs 3axBOPHOBaHHA; 3MiHa Ha3BM MicuA NpoBeAeHHS KiHIYHOro BMNPOGYBaHHA [0
NPOTOKONY KNiHIYHOrO AocnimkeHHs «ocnigxeHHs Il dhazn nemoponisymady (MK-3475) y kombiHauii 3
CYNyTHbLOK XiMIONPOMEHEBOI Tepanielo 3 nojasnbLUnM BBeAeHHAM nemo6ponisymady 3 onanapubéom abo 6e3
HbOr0 MOPIBHAHO 3 CYMYTHLOK XiMIONPOMEHEBOK Tepamnield 3 NojasbluMM BBEAEHHAM AypBasiymaby B
yyacHUKIB 3 HeonepabenbHUM JI0KaslbHO PO3NOBCIOMKEHUM HeApiGHOKNITUHHUM pakom sereHis Il cTagii
(HAPM)», kop pocnigpkeHHa MK-7339-012, 3 iHkopnopoBaHot nonpaskoto 07 Big 11 XoBTHA 2022 poky;
cnoHcop - TOB Mepk Wapn eHg Odoym, CLUA (Merck Sharp & Dohme LLC, USA)

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

BYNO CTANO
K.M.H. OcTaneHko FO.B. 3aB. Bifl., K.M.H. OcTaneHko HO.B.
HauioHanbHWUIA  IHCTUTYT  paky, BigaineHHs | fepxaBHe HeKkomepuiliHe niagnpuMemMcTBO
MasloiHBa3MBHOI  Ta  eHpockoniyHoi  Xipyprii, | «HayioHa/IbHUIA  IHCTUTYT  paky», BifaiNeHHs




iHTepBeHLUINHOI pagionorii, M. Knis MasioiHBa3MBHOI  Ta  eHAO0CKOMIYHOI  Xipypril,
iHTepBeHLUiHOT pagionorii, M. Kuis

19. OHoBneHwuii NMPOTOKO/ KNiHIYHOIO AOCNIAKEHHS, IHKOPNOpPOBaHUiA NONpaBKolo 2 Bif, 22 KBiTHA 2022
p., aHrnificbkoto MoBOI; Bpolypa gocnigHuka gocnigkyBaHoro ikapcbkoro 3aco6y CoTtiknecrtar
(TAK-935), BugaHHs 8 Big 13 nunHA 2022 p., aHrNniicbKolo MOBOIO; BunpaBneHHs 1 Big 28 nunHa 2022
p. Ao Bpouwypu gocnigHuka gocnimKyBaHoro nikapcbkoro 3aco6y Cotiknecrtar (TAK-935), BugaHHs 8
Big 13 nunHsa 2022 p., aHrnificbkoo MoBoto; [locb€e AOCNiAKYyBaHOro jlikapcbkoro 3acooy TAK-935,
Bepcis 6.0 Big 03 TpaBHA 2022 p., aHrNiAICBLKOIO MOBOIO; [locbe [OCNiIfKYBAHOIO J1iKapCbKOro 3acooy
TAK-935, Bepcia 7.0 Big 16 rpyaHa 2022 p., aHrniiicbkoto MoBoto; TAK-935-3002 IHchopmaunia ans
nauieHTa Ta (popma iHhopmoBaHOiI 3roau, Ans YKpaiHu, aHriicbKo MOBOLO, Bepcis 2.0 Big 24 ciuHA
2023 p.; TAK-935-3002 IHchopmauia ana nauyieHta Ta cpopma iHpopmMoBaHOI 3roau, Ana YKpaiHu,
YKpaiHCbKOI0 MOBOLO, Bepcis 2.0 Big 24 ciuHa 2023 p.; TAK-935-3002 IHchopmauia ana nauieHta ta
cthopma iHpopMoOBaHOI 3roau, Ansa YKpaiHu, pociicbkolo MOBOMO, Bepcis 2.0 Big 24 ciuHa 2023 p.;
TAK-935-3002 IHchopmauiss ana 6aTbkiB i hopma iHhopmoBaHOi 3roaun, ans YKpaiHu, aHrniicbKoro
MoBolo, Bepcif2.0 Big 24 ciyHa 2023 p.; TAK-935-3002 IHchopmauis pna 6artbkiB i copma
iHhopMoBaHoOI 3roau, Ans YKpaiHu, yKpaiHCbLKOIO MOBOIO, Bepcis 2.0 Big 24 ciyHA 2023 p.; TAK-935-
3002 IHdhopmauia gna G6atbkiB i hopma iHhopmoBaHOI 3roaun, AnA YKpaiHW, pPOCiAiCbKO MOBOIO,
Bepcis 2.0 Big 24 ciuHs 2023 p.; TAK-935-3002 IHchopmauisa ans nauieHTa i popma iHchopmoBaHoOi 3roan
ANA HEMNOBHONMITHIX Aitel Bikom 14-18 pokiB, Ans YKpaiHu, aHrNilicbKolo MOBOLO, Bepcis 2.0 Big 24
ciyHa 2023 p.; TAK-935-3002 IHchopmauis ana nauieHta i ¢opma iHopmoBaHoOI 3roau Ans
HEMOBHOJIITHIX giTel Bikom 14-18 pokiB, Ana YKpaiHu, YKpaiHCbKOO MOBOIO, Bepcis 2.0 Big 24 ciuHA
2023 p.; TAK-935-3002 IHchopmauifa gnsa nauieHTa i popma iHhopmoBaHOI 3rogn A/ HENOBHONITHIX
piten Bikom 14-18 pokiB, gnAa YKpaiHu, pociicbKol MOBOLO, Bepcif 2.0 Big, 24 ciuHa 2023 p.; TAK-935-
3002 IHchopmauis gns naudieHta i popma iHchopMoBaHOT 3roau AnsA MasoniTHIX Agiten Bikom 10-14
pokKiB, Ana YKpaiHu, aHrNiicbKolo MOBOLO, Bepcif 2.0 Bia 24 ciuHAa 2023 p.; TAK-935-3002 IHchopmauis
ANA nauieHta i popma iHpopmoBaHOI 3roau ANA MasIoONiTHIX giTell Bikom 10-14 pokiB, Ans YKpaiHu,
YKpalHCbKOI0 MOBOIO, Bepcifi 2.0 Big 24 ciuHa 2023 p.; TAK-935-3002 IHchopmauia ana nauieHta i
cthopma iHpopMoOBaHOI 3roau AnA ManoniTHiX gaiteii Bikom 10-14 pokiB, AnA YKpaiHU, pOCiiCbKOK
MOBOIO, Bepcif2.0 Big 24 ciuHa 2023 p.; TAK-935-3002 IHdopmauis pna naudieHta i dopma
iHhopMoOBaHoOI 3rogn ANA ManoniTHIX Aitell BikoM Big 6 Ao 10 pokiB, AnsA YKpaiHWu, aHrnificbkoro
MOBOIO, Bepcifi2.0 Big 24 ciuHa 2023 p.; TAK-935-3002 IHdopmauis pna naudieHta i dopma
iHhopMoOBaHoOI 3rogn ANA ManoNiTHIX AiTell BikoM Big 6 Ao 10 pokiB, AnsA YKpaiHW, YKPaAiHCbKOIO
MOBOI0, Bepcifa2.0 Big 24 ciuHa 2023 p.; TAK-935-3002 IHdopmaunisa pna naudieHTa i dopma
iHcbopMoBaHOI 3rogun oNna ManoniTHIX giteii Bikom Big 6 Ao 10 pokiB, ANnA YKpaiHn, pOCiliCbKO0 MOBOIO,
Bepcin 2.0 Big 24 ciuHa 2023 p.; eCOA komnaHii «Knapio»_IHCTpyKUil Wwon0 po6oTn 3 pe3epBHOIO
Konielo BeGcalTy Ana pornsapadie, gara HabyTTa YUMHHOCTI: 20 ciuHa 2023 p., Bepcif 2.0, yKpaiHCbKOO
MoBoto; eCOA komnaHii «Knapio»_IHCTpyKUii o po6oTi 3 pe3epBHOIO KomMi€ BeGcaiiTa gnsa ocio, wo
3AIMICHIOTb AOINAA, AaTta HAGYTTA UMHHOCTI: 20 ciuHa 2023 p., Bepcia 2.0, pociiicbkolo MoBoOto; JlucT-
PO3’AACHEHHA LWOA[AO0 YTO4YHEHHs iHdopmauii WoA0 BUKOPUCTaAHHA TPYOGOK ANA eHTepasibHOro
XapuyBaHHAl 3 MeTOI0 BBeZleHHA1 AOCNifKyBaHOro npenapary, Big 18 nucronaga 2022 p., aHrnificbKoto
MOBOI0; JIMCT-PO3’SICHEHHA LOAO0 YTOYHEHHA iHopMauii WoAO0 BUKOPUCTAHHA TPYOGOK AnA
€HTepaNibHOro xapuyBaHHA 3 METOI0 BBeAEHHSA A0C/iAKyBaHOro npenapary, Big 18 nucronaga 2022
pP., YKpalHCbKOIO MOBOIO; JIUCT-PO3’SICHEHHA LWWOAO0 YTOYHEHHs1 iHdopmauii Woa0 BUKOPUCTAHHA
TPYOOK A1 eHTepa/IbHOTO XapuyBaHHA 3 METOK BBeAEHHA [OCNigKyBaHOro npenaparty, Big 18
nucrtonaga 2022p., pociiicbkoto moBoto; TAK-935-3002, IHCTPYKLiT WOAO BBeAEHHA OOC/iAKyBaHOro
npenapary yepes racTpocToMiuHy Tpy6Ky, Tpyoky MIC-KEY aGo eloCTOHOMiIUHY TPYOKy, Bepcis 3.0 Big,
21 yepBHsA 2022 p., aHrAincbKo MoBOK; TAK-935-3002 IHCTPYKUIiT WOA0 BBeAEHHA AO0CNIL4KYBAHOIO
npenapary yepes racCTpocToMiuHy Tpy6Ky, Tpyoky MIC-KEY aGo eloCTOHOMiIUHY TPYOKy, Bepcia 3.0 Big,
21 yepBHA 2022 p., yKpaiHCbKO MoBO; TAK-935-3002, IHCTPYKLIii WOA0 BBEAEHHA AOCNI4KYBaHOIo
npenapary 4yepes racTpoCcToMiuHy TpyoKy,Tpyoky MIC-KEY a60 eltocTOHOMiUHY TPyOKy, Bepcis 3.0 Big,
21 yepBHsA 2022 p.,pociiicbkolo MoBOtO; MoBiAOMNEHHA Npo Te, WO aHani3 A1AG npoBoAUTLCA Ha
KOXXHOMY BIi3UTi, Mig yac SIKOro OTPUMYIOTb 3pasku AN ouiHkn dapmakokiHeTuku (PK) ta (a60)
thapmakoguHamiku (d[), Big 12 BepecHA 2022 p., yKpaiHCbKOO MOBOIO; MOBiAOMMEHHA Npo Te, WO
aHanis A1AG npoBOAUTLCA Ha KOXHOMY Bi3uTi, Mig 4yac SIKOrO OTPUMYIOTb 3pasKu AN1s1 OUiHKK
cthapmakokiHeTukm (PK) Ta (a60) chapmakoguHamikm (PA), Big 12 BepecHA 2022 p., pocCilicbKol MOBOIO;
TAK-935-3002, J/lucT Big AocnigHuka nikapro 3aranbHOi NpakTuku, Bepcia 3.0 Big 07 BepecHa 2022 p.,
aHrniicokoto moBoto; TAK-935-3002, /lucT Big, gocnigHuKa nikapro 3araibHOI NpakTukn, Bepcisa 3.0 Big,
07 BepecHsa 2022 p., yKpaiHCbKOK MOBOIO; 3pa30oK NanepoBoOro woAeHHMKa eninenTUUHUX HanagiB Ta
peecTpauii 3acToCyBaHHA [OC/iQKYBaHOro npenapary, YKpaiHCbKO MOBOIO, Bepcia 2.0 Big 28
nuctonaga 2022 p.; 3pa3oK NnanepoBoro WoAeHHUKA Cy0MHNX HanagiB Ta npuiiomy AocnigKyBaHOro
npenapary, pociiicbkolo MoBoto, Bepcif 2.0 Big 28 nuctonaga 2022 p.; TAK-935-3002 /lucT fo nauieHTa
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| pornapaya_Dear Patient-Caregiver Letter, ana YkpaiHu, Bepcia 2.0 Big 03 TpaBHA 2022 p.,
yKpaiHcbKoto moBoto; TAK-935-3002 /luct ao nauieHta / gornapgava_Dear Patient-Caregiver Letter, ana
YKpaiHu, Bepcia 2.0 Big 03 TpaBHsA 2022 p., pocilicbkoto moBoto; TAK-935-3002 3pa3ok CTOPiHKK Yy
Facebook_Facebook Copy, gna YkpaiHu, Bepcia 2.0 Big 03 TpaBHA 2022 p., YKpaiHCbKOO MOBOIO;
TAK-935-3002 3pa3ok cTtopiHkun y Facebook Facebook Copy, ana YkpaiHu, Bepcis 2.0 Big 03 TpaBHA
2022 p., pociiicbkoio moBoto; TAK-935-3002 HanpaBneHHsi Bifg nikapsa 3aranbHoOi npaktuku_HCP
Referral Card, gna YkpaiHu, Bepcia 2.0 Big 05 TpaBHsA 2022p., ykpaiHCbKOO MoBOt; TAK-935-3002
HanpaBneHHs Big nikapsa 3aranbHoi npaktuku_HCP Referral Card, ana YkpaiHu, Bepcia 2.0 Big 05
TpaBHA 2022 p., pociicbkoio mMoBOL; TAK-935-3002 3pa3oK 306paXeHHs HA eKpaHi e/IeKTPOHHOro
NpUCTPOIO AOMAaLLIHbLOI cTOpiHKM_Homepage Screenshot, ona Ykpainu, Bepcis 2.0 Big 03 TpaBHa 2022
p., YKpaiHCbkolo MOBOI; TAK-935-3002 3pa3ok 306paKeHHs Ha €KpaHi e/1IeKTPOHHOro MpPUCTPOoLo
AOoMallHbOI cTopiHKM_Homepage Screenshot, gna YkpaiHu, Bepcia 2.0 Big 03 TpaBHA 2022 p.,
pociiicbkolo MoBot; TAK-935-3002 3pa3ok 300paXeHHsA Ha eKpaHi €e/IeKTPOHHOro MNPUCTPOID
(moGinbHOro tenedoHy) Mobile View Screenshot, ana YkpaiHun, Bepcia 2.0 Big 03 TpaBHA 2022 p.,
yKpaiHCbKOoo MOBOW; TAK-935-3002 3pa3oK 300paXeHHA Ha e€eKpaHi e/NIeKTPOHHOro MpUCTPOoLo
(moGinbHOro tenedoHy) Mobile View Screenshot, ana YkpaiHun, Bepcia 2.0 Big 03 TpaBHA 2022 p.,
pociiicbkoto moBoto; TAK-935-3002 3pa3ok e/IeKTPOHHOI0 /INCTa rPynu npaeB 3axucTy nauieHta_PAG
Email Copy, ana YkpaiHu, Bepcia 2.0 Big 03 TpaBHA 2022 p., yKpaiHCbKOIO MoBOI; TAK-935-3002
3pa30K eNneKTPOHHOro McTa rpynu npae 3axucTy nauieHta_PAG Email Copy, ans YkpaiHu, Bepcis 2.0
Big 03 TpaBHA 2022 p., pociiicbkoio MmoBot; TAK-935-3002 IHhopmMaLiiiHU NUCT NPO [AOCAIfKEHHSA
oo 3axucty npas nauieHTiB_Patient Advocacy Study Awareness Letter A4, gonsa YkpaiHu, Bepcis 2.0
Big 03 TpaBHsA 2022 p., yKpaiHCbKo MoBOK; TAK-935-3002 IHhopmauiiiHnii NMCT NPO [OCNIfKEHHA
LwoAo0 3axucty npas nauieHTiB_Patient Advocacy Study Awareness Letter A4, onsa YkpaiHu, Bepcis 2.0
Big 03 TpaBHA 2022 p., pociiicbkoio moBow; TAK-935-3002 Bpowypa pAns Habopy Ha
pocnipkeHHs_Study Recruitment Brochure, ansa YkpaiHu, Bepcia 2.0 Big 05 TpaBHAa 2022 p.,
yKpaiHCcbKolo moBoto; TAK-935-3002 Bpowypa Ana Ha6opy Ha aocnigkeHHs_Study Recruitment
Brochure, ansa YkpaiHu, Bepcis 2.0 Big 05 TpaBHsa 2022 p., pocilicbkoto MoBoto; TAK-935-3002 MociGHUK
ANs noyaTtky yyacTi B gocnigkeHHi 3 posknagom_Study Welcome Guide with Schedule, ansa Ykpainu,
Bepcia 2.0 Big 05 TpaBHA 2022 p., yKpaiHCbKO MOBOKO; TAK-935-3002 MociGHUK ANA novaTKy yyacTi B
pocnipkeHHi 3 posknagom_Study Welcome Guide with Schedule, ana YkpaiHu, Bepcisa 2.0 Big 05
TpaBHsA 2022 p., pociiicbkoto MmoBoto; TAK-935-3002 3pa3ok iHdhopMmauii BeG-caiity_Website Copy, ans
YkpaiHu, Bepcisai 2.0 Big 03 TpaBHA 2022 p., yKpaiHCbKOl0 MoBOt0; TAK-935-3002 3pa3ok iHdopmadiii
BeO-caiity_Website Copy, gna YkpaiHu, Bepcia 2.0 Big 03 TpaBHA 2022 p., pOCiiiCbKOIO MOBOIO;
TAK-935-3002 3pa3ok nowykoBoi Ta MepgiiiHOT peknamu Ad Copy, gna YkpaiHu, Bepcia 2.0 Big 03
TpaBHA 2022 p., yKpaiHCbKO MOBO10; TAK-935-3002 3pa3oK noLwwyKoBoi Ta MegiiHoT peknamu Ad Copy,
AnA YKpainu, Bepcia 2.0 Big 03 TpaBHA 2022 p., pocilicbkoto moBoto; TAK-935-3002 3pa3ok peknamMmHuX
306paxeHb Ad Images, ansa YkpaiHu, Bepcis 2.0 Big 03 TpaBHs 2022 p., yKpaiHCbKolo moBoto; TAK-935-
3002 3pasok peknamHux 3oopaxeHb Ad Images, ana YkpaiHu, Bepcia 2.0 Big 03 TpaBHa 2022 p.,
pociiicbkolo moBoto; TAK-935-3002 3pa3oK BKas3iBOK LW0A0 06i3HAHOCTI Npo 3axucTt npaB_Advocacy
Study Awareness Listing, ana YkpaiHu, Bepcisa 2.0 Big 03 TpaBHA 2022 p., YKPaAiHCbKOIO MOBOIO;
TAK-935-3002 3pa3ok BKasiBOK LoOA0 O6GisHaHOCTI npo 3axucTt npas_Advocacy Study Awareness
Listing, anAa YkpaiHu, Bepcia 2.0 Big 03 TpaBHA 2022 p., pocCiiicbkolo MOBOIO; [MOAOBXEHHA TEPMiHY
NpuAaTHOCTI AOCiAKyBaHOro fikapcbKoro 3aco6y CoTtiknecrar (Soticlestat, TAK-935), ta6netku 20 mr
Ta 100 mr, Ao 60 wmicauiB; MoAoOBXeHHA TepMiHYy npupaTHOCTI nnaueéo [0 AOC/iAKYBaHOro
nikapcbkoro 3aco6y Coriknecrtar (Soticlestat, TAK-935), Tabnetku 20 mr, o 60 micauiB; 3asyyeHHs
[0AaTKOBOI BUPOOHUYUOT AiNAHKM TeCTyBaHHA CTaGiNbHOCTI Ta BUMYCKY AO0C/IAKYBaHOro npenapary
Coriknecrar (Soticlestat, TAK-935), ta6netkn 20 mr, Sumika Chemical Analysis Service, Ltd. (SCAS),
Japan; 3asyueHHs 4o04aTKOBOI BUPOGHMUOI AiNAHKM TeCTYBaHHA CTaGiNIbHOCTI Ta BUNYCKY Nnsiaue6o Ao
pocnipkxysaHoro npenapary Cortiknecrtar (Soticlestat, TAK-935), Tadnetkn 20 mr ta 100 mr, Sumika
Chemical Analysis Service, Ltd. (SCAS), Japan; 3any4yeHHs AO0AATKOBUX BUPOOGHMUUX [iNAHOK
nakyBaHHA Ta MapKyBaHHA AocnimKyBaHoro npenapaty Coriknecrar (Soticlestat, TAK-935), Tabnetku
20 mr Ta 100 wmr, Ta BignoBsigHuXx nnaue6o, Fisher Clinical Services UK Limited, United Kingdom Ta
Xerimis Inc., United States (USA); 3miHa BignoBigasbHOro pocnigHuka y Micui npoBefeHHs
BMNPOGYBaHHA [0 NPOTOKO/Y KAIHIYHOTO JAoChifpKeHHA «baraTtoueHTpoBe, paHoMi30BaHe, NOABiHe chine,
nnaue60-KOHTPOIbOBaHE AOCNIMKEHHA B NapasienibHMX rpynax Ans OuiHKU ehekTUBHOCTI, 6e3MeYHOoCTi Ta
nepeHocumocTi CoTiknecrary B AKOCTI [0OAATKOBOI Tepanii y nauieHTiB OUTAYOro BiKy Ta [OpOoCnuX i3
cvHapomom JleHHokca-lacto (C/IN)», kog gocnigxkeHHs TAK-935-3002, iHiujianbHa Bepcis Big 24 6epe3sHs
2021 poky; cnoHcop - Takeaa AesenonmeHT CeHTep Amepikac, IHK. (TAC Amepikac) (Takeda Development
Center Americas, Inc.(TDC Americas)), United States of America

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

CTA/O

K.M.H. AenbBa A.10.

KomyHasnibHe HekomepLiiHe MignpueEMCTBO «IBaHO-
dpaHKiBCbka 06M1acHa pguTAYa K/iHIYHa nikapHs
IBaHO-®paHKiBCbKOI 06nacHoi pagu», BiA4INEHHSA
ana Aiteil 3 ypaXkeHHAMU LeHTpasibHOI HepBOBOI
CUCTEMM Ta MOPYLLUEHHAM (DYHKLIT ONMOPHO-PYXOBOro

3aB. Bif. Kpuwrtadosuu A.J1.

KomyHanbHe HekomepLiiHe MignpueMcTBO «IBaHO-
®paHkiBCbka 06n1acHa AuTada  KiiHiYHa nikapHA
IBaHO-®paHKiBCbKOI 06M1acHOT pagu», BigAineHHs
Ana piTeli 3 ypaXeHHAMU LeHTpasibHOI HepBOBOT
CUCTEMM Ta MOPYLUEHHAM (OYHKLIT OMOPHO-PYXOBOro

anaparty, M. |IBaHO-®PpaHKIiBCbK anaparty, M. |IBaHO-®PpaHKiBCbK

20. Matepianu gnsa naudieHTiB: MoTuBauiliHa nucTiBka «JocnimkeHHa d®a3u || SERENA-2» Big rpyaHsa
2022 poKy, YKPaiHCbKOIO Ta POCIMCbKOK MOBaMW A0 MPOTOKO/Y KAiHIYHOro gocnimkeHHs «SERENA-2:
PaHpomizoBaHe, BigkpuTe, y napanenibHUX rpynax, daratoueHTpoBe AOCAIMKEHHSA dia3n 2 MNOPIBHSAHHSA
edpekTMBHOCTI Ta 6e3nevHocTi nepopasibHoro npenapaty AZD9833 i PyniBecTpaHTa y XiHOK 3 nowmnpeHum ER-
No3UTMBHUM HER2-HeratMBHUM pakom MOJSIOYHOT 3a/103U», Kog gocnigxkeHHs D8530C00002, sepcis 5.0 Big 15
BepecHs 2021 poky; cnoHcop - AcTpa3eHeka Ab, LUBeuisa / AstraZeneca AB, Sweden

3asaBHUK - TOB «MAPEKCEN YkpaiHa»

21. bpowypa pocnigHuka Vibostolimab (MK-7684)IMK-7684A, BugaHHA 11 Big 31 ciuHa 2023,
aHrniicbKo MOBOLO; YKpaiHa, MK-7684A-003, IHdhopMalis Ta 4OKYMEHT Npo iHhopMoBaHy 3rogy ons
nauieHTa, Bepcia 1.02 Big 24 Gepe3Ha 2023 p. yKpaiHCbLKOIO MOBOI; YKpaiHa, MK-7684A-003,
JonoBHeHHA Ao iHopmauii Ta AOKYMeHTY npo iHhopMoBaHy 3rofy ANA nauieHTa ANnAa NikyBaHHA
nicns nporpecyBaHHA XBopoo6u, Bepcia 01 Big 27 ntotoro 2023 p. yKpaiHCbKOI MOBOIO; 3MiHAa Ha3BU Ta
agpecn MicuA npoBeAeHHA KIHIYHOro BUNPOGYBAaHHA [0 MPOTOKO/Y KAiHIYHOrO [OCAIIKEHHSA
«BbaraToueHTpoBe, paHAoMi3oBaHe, MoABiHe cnine gocnigpkeHHa 1l cdasm kombiHauii MK-7684 3
nembponizymabom (MK-7684A) NOpiBHAHO 3 MOHOTEpanieto neMéponisymabomM B AKOCTI NEPLLOT MiHii Tepanil
ANs yvacHukiB 3 PD-L1-nO3MTUBHUM MeTacTaTU4yHUM HeApPiGHOKMITUHHMM pakoMm nereHis» (KEYVIBE-003),
Koa pocnigpkeHHss MK-7684A-003, 3 iHkopnopoBaHoo nonpaskoto 04 Big 08 nuctonaga 2022 poky; CNOHCOP -
TOB Mepk Wapn eHg doym, CLUA (Merck Sharp & Dohme LLC, USA)

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

BYNO
3aB.Bif., K.M.H. OcTaneHko HO.B.
HauioHanbHUiA  iIHCTUTYT  paKy,
Ma/0iHBa3MBHOT  Ta  €HAOCKOMIYHOI
iHTepBeHUiiHOT pagionorii, M. Knis

CTANO
3aB. Bif., K.M.H. OcTaneHko HO.B.
AepxaBHe HeKoMepLiliHe
«HauioHanbHUiA  IHCTUTYT paky», BigAiNeHHs
MasioiHBa3MBHOI  Ta  eHJocKoniyHoi  Xipyprii,
iHTepBeHLiliHoI pagionorii, M. Kuis
Agpeca: Byn. HO. 3pgaHoBcbKoi 33/43, M. Kuis,
03022, YkpaiHa

BioAIIEHHSA
xipypril,

nignpuemMcTBo

22. 3miHa Ha3B MicUub NMPOBEAEHHA KMiHIYHOrO BMNPOOYyBaHHA; 3MiHa agpecu MicusA NpPoBeAEeHHSs
KMiHIYHOTrO BUNPOGYBaHHA [0 MNPOTOKO/Y KAIHIYHOIO AoChifpkeHHs «PaHgomizoBaHe, noggiiHe-chnine
KniHiuHe gocnigpkeHHs 11l dha3n nem6ponisymady (MK-3475) ta ximiotepanii (XP a6o FP) B NOpiBHAHHI 3
nnauebo Ta ximioTepanieto (XP abo FP) B AKOCTi Heoas'toBaHTHOro / af'toBaHTHOrO NiKyBaHHS MauieHTIB 3
a[leHOKapUMHOMOK LWAYHKY Ta LW/IYHKOBO-CTpaBoXxigHoro 3'‘egHaHHsa (LLUC3) (KEYNOTE-585)», kopg,
pocnipkeHHsa MK-3475-585, 3 iHkoprnoposaHoto nonpaskoto 09 Bif, 24 cepnHa 2022 poky; croHcop - TOB Mepk
Wapn eng Joym, CLUA (Merck Sharp & Dohme LLC, USA)

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

BYNO
K.M.H. OcTtaneHko O.B.
HauioHanlbHMiA  IHCTUTYT  paky,
MasioiHBa3MBHOI  Ta  €HAOCKOMiIYHOT
iHTEepBEHLUINHOT pagionorii, M. Knis

CTANO
K.M.H. OcTtaneHko O.B.
OepxaBHe HeKoMepLiliHe nignpuemMcTBOo
«HauioHanbHWIT IHCTUTYT paky», BiffiIEHHS
Ma/IOiHBa3uBHOI  Ta  €HAOCKOMIYHOT  Xipyprii,
iHTEePBEHLINHOT pagionorii, M. Knis
Agpeca: Byn. K. 3pgaHoBCbKOi 33/43, M. Kui,
03022, YkpaiHa
O.M.H., npody. KpmxaHiBcbka A.€.
KomyHasibHe HekomepLiiHe nignpUeEMCTBO
«[puvKapnaTCbKnit KNiHIYHWA OHKOJIOTIYHUIA LIEHTP

BigAiNeHHs
Xipyprit,

O.M.H., npody. KpmxaHiBcbka A.€.
KomyHasibHe HekomepLiiHe nigNnpPUeEMCTBO
«[puvKapnaTCbKnii KNiHIYHWA OHKOJIOTIYHUIA LIEHTP
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IBaHO-®PpaHKiBCbKOI 06n1acHoi pagu», | xipypriuHe
BigAineHHsa, IBaHO-OpaHKiBCbKMIA HaLioOHabHWIA
MeaunYHWIA  yHiBepcuTeT, kachegpa  OHKONOrii,
M. IBaHO-PpaHKIBCbK

IBaHO-®paHKiBCbKOI 061acHoi paau», XipypriyHe
BiafiNneHHs Nel, IBaHO-PpaHKIBCbKUA
HaLioHa/TbHUIA MeguyHWiA  yHiBepcuTeT, kadegpa
OHKOJ10ri1, M. IBaHO-®PpaHKiBCbK

23. OHOB/EHUIA NPOTOKON KNiHIYHOrO BUNPOGYBaHHA, Bepcia 6 Big 08 noToro 2023 p.; OHOBNEHa
®dopma iHthopmoBaHoi 3roan, Bepcia 3.0 Ana YkpaiHu yKpaiHCbLKOIO MOBOIO Bif 28 6epe3Hs 2023 p. Ha
OCHOBI MavicTep-Bepcii popmu iHchopmoBaHoi 3rogn anAa pgocnigmpkeHHs GN41851, Bepcia 5 Big 07
noToro 2023 p.; 3miHa BigNoOBiIfa/IbLHOrO fOCAIAHMKA Y MiCLi NPOBEAEHHSA K/MiHIYHOrO BUNPoGyBaHHA
[0 MpOTOKOMY KAiHiYHOro ApochimkeHHa «BATATOLIEHTPOBE PAHOOMI3OBAHE MOABIVHE CAIME
OOCNIIKEHHA ®A3M Il Y NAPANENBHUX TPYMNAX 3 MOABIVHAM KOHTPOMEM MNALEEO ONA
OUIHKN E®PEKTUBHOCTI TA BE3MNEYHOCTI ®EHEBPYTUHIBY MNOPIBHAHO 3 TEPN®NTYHOMIAOM Y
JOPOCNX NAUIEHTIB 3 PELINANBYHOYNM PO3CIAHNM CKNEPO30OM», Koa aocnimkeHHs GN41851,
Bepcis 4 Big 14 BepecHs 2021 p.; cnoHcop - ®.XodhdmaHH-N1a Pow /1T, LWseiliyapis

3aaBHUK - TOBApPUCTBO 3 OOMEXEHOI0 BiNoBiAa/IbHICTIO «PoL YKpaiHa»

BY/NO
A.M.H. KupnueHko A.T'.
KomyHanbHe HekomepuiiHe nianpnemctBo «Micbka
KniHiyHa nikapHa Nel6x» [HINPOBCHKOI MIiCLKOT paau,
BiAAiNEeHHSA HeEBPOAOrii, M. JHINpo

CTANO
nikap 3axaposa J1.A.
KomyHanbHe HekomepuiiiHe nignpuemcTBo «Micbka
KniHiYHa nikapHa Nel6x» [HINPOBCLKOI MICLKOT paju,
HEeBPO/IOrivyHe BigaiNneHHs, M. [AHinpo

24. YkpaiHa, MK-3475-641, lonoBHeHHA A0 iH(phopMaLii Ta AOKYMEHTY npo iHpopmoBaHy 3rogy Ans
nauieHTa, Bepcia 00 Big 11 kBiTHA 2023 p., YKpPAIHCbKOK MOBOLO; 3MiHA Ha3BU MicuUs NMpPoOBeAEeHHA
KMiHIYHOrO BUNPOGYBaHHA [0 MNPOTOKO/Y KAIHIYHOTO JOCNiMpKEeHHA «PaHgomi3oBaHe, noapiliHe chine
pocnipkeHHs |l dasn nemo6ponisymady (MK-3475) y komb6iHauii 3 eH3anyTamigoM MNOPIBHAHO 3
eH3aslyTaMiloM 3 n1aLebo y y4acHWKIB 3 MeTacTaTUuyHMM KacTpaLiiHo- pe3UCTEHTHUM pakoM nepeamixypoBoi
3a103n (MCRPC) (KEYNOTE-641)», kog, gocnigxeHHsa MK-3475-641, 3 iHkoprnopoBaHo nonpaskoto 08 Bif,
02 nuctonaga 2022 poky; cnoHcop - TOB Mepk Wapn eng Aoym, CLUA (Merck Sharp & Dohme LLC, USA)
3aaBHUK - TOBapUCTBO 3 0OMEXEHOI0 BiAnoBigasbHicTio «MC/L YkpaiHa»

yponorii, M. JHinpo

BYNO CTAO
O.M.H., npodp. CTycb B.IM. O.M.H., npodp. CTycb B.IM.
KomyHanbHe nignpmemctBo «/[HinponeTpoBcbka | KOMyHanbHe nignpueMcTBo  «J[lHiINponeTpoBCbka
obnacHa KhiHiYHa sikapHa M. |.I. MeuHukoBa» | ob6nacHa KhiHiYHa sikapHa iMm. I, MeuHukoBa»
[JHinponeTpoBCcbkOi 06s1acHoi paan, BiagieHHs | JHINpONeTPoBCbKOI 06sacHOi pagW, BiOLIIEHHS
yponorii -~ Ne2  (oHkonoriyHe),  [HinpoBcbkuii | yponorii  Ne2  (oHkonoriyHe),  [OHINpOBCbKMiA
OEpXaBHUI  MeguyHUIA  yHiBepcuTeT, Kadiegpa | AgepxaBHuii  MeauuHuiA  yHiBepcuTeT, Kadpegpa

xipyprii Nel Ta yponorii, M. JHinpo

25. OHOBNEHUi i NPOTOKON KNiHiYHOro BUNnpo6yBaHHs D4325C00001 3 iHKOPNOpPOBaHOK NonpaBKoko 3
Bif 22 6epe3HA 2023 poKy [0 NPOTOKO/Y KIIHIYHOrO AOCNifpkeHHA «baratoueHTpoBe, paHAoMi3oBaHe,
noAgiiHe cnine, 3 aKTMBHUM KOHTPOJIEM, AOCAIMKEHHS dpa3m 2b, Wo npoBoaMTLCA B NapasienibHuX rpynax 3
METOI BM3HAYEHHA Aianas3oHy [03, OUiHKM eddeKTUBHOCTI, 6e3neYHoCTi Ta nepeHocuMocTi 3i60TeHTaHy i
AanarnicpnosnHy y nauieHTiB 3 XPOHIYHOK XBOPOOGOK HUPOK 3 OLIHIOBAHOK LWBUAKICTIO KNy6OUYKOBOT
dinbTpauii (olLUK®) = 20 mn/xs/1,73 M2», Kog, AocnigkeHHs D4325C00001, 3 iHKOPNOpOBaHOK NOMpPaBKok 2
Big, 05 kBiTHA 2022 poky; crnoHcop - «AcTpa3eHeka Ab», LLIBelisa / AstraZeneca AB, Sweden

3aasHuK - TOB «MAPEKCE/ YkpaiHa»

26. YKpaiHa, MK-6482-012, IHchopmauisa Ta 4OKYMEHT Npo iHchopMoBaHy 3rogy Ans nauieHTa, Bepcis
3.00 Big 06 kBiTHA 2023 p. yKpaiHCbKOIO MOBOLO; Bpowypa gocnigHuka MK-1308A, BugaHHsa 4 Big 13
Gepe3HA 2023 poOKy, aHrIiicbKOld MOBOK [0 NPOTOKO/Y K/iHIYHOrO AO0ChimKeHHs «Bigkpute,
paHgomizoBaHe pochimpkeHHs [l da3n ansa ouiHkM edbekTMBHOCTI Ta 6e3neyHocTi nemMoposisymadcy
(MK-3475) y kombiHauii 3 6ensytucpaHom (MK-6482) Ta nensatuHibom (MK-7902), ab6o MK-1308A vy
KoMOiHaL,i 3 NeHBaTMHIOOM NOPIBHAHO 3 NEeMOPOi3yMaboMm i IeHBaTMHIOOM B AKOCTI NepLUoil NiHiT Tepanil a4ns
YYacCHUKIB 3 PO3MOBCIOAKEHOID CBITNOKIITUHHOK HUPKOBO-KNITUHHOID KapUUHOMOK», KO AOCNiAKEHHS
MK-6482-012, 3 iHkopnopoBaHoto nonpaskoto 04 Bif 12 BepecHs 2022 poky; cnoHcop - TOB Mepk Lapn eHa
Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBIfaUIbHICTIO «MC/[], YkpaiHa»
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27. OHoBneHa bpouwypa gocnigHuka 3 npenapaty MayuteHTaH, BugaHHsa 20 Big 2 rpyaHsa 2022 poky;
Aopartok go hopmu iHchopMmoBaHOi 3roau Ana YkpaiHu Bepcii 4 Big 21 BepecHs 2021 poky, Bepcia 1 Big
10 6epe3Hsa 2023 poKy aHriicbKo MOBOLO; flogaTok Ao cdhopMmu iHPOpMOBaHOI 3roau Ansa YKpaiHu
Bepcii 4 Bif, 21 BepecHA 2021 poky, Bepcis 1 Bif, 10 6epe3Hs 2023 poKy YKpaiHCLKOIO MOBOIO; lofaToK
po cdopmu iHpopmoBaHoI 3rogu AnA YKpaiHu Bepcil 4 Big 21 BepecHA 2021 poky, Bepcia 1 Big 10
Gepe3HA 2023 poKy POCIACHKOK MOBOK [0 MNPOTOKOMY KIIHIYHOTO AocrimkeHHs «baratoueHTpose,
OAHOrpynoBe, BiagKpuUTe, AOCAIAKEHHS 3 OLiHKX AOBrOCTPOKOBOI 6e3nekn npenapaty MayuTeHTaH y nauieHTiB
3 JIereHeBot0 rinepTeH3ielo, SKi paHiwe nikyBanmcs npenapatoM MauuTeHTaH B KAIHIYHUX A0CAiAXEHHAX
(UMBRELLA)», kog pgocnipkeHHss AC-055-314, cxBasieHa Bepcis 8 Big 05 cepnHa 2021 poky; CNoHcop -
AkTenioH dapmacbtoTikasic JITa. [Actelion Pharmaceuticals Ltd], LUBenuapis

3asBHUK - TOBAPMCTBO 3 06MEXEHOI0 BiAnoBiaanbHICTIO «/TABKOP KNIHIKAT AEBE/TIONMMEHT YKPAIHA»

28. bpowypa gocnigHuka Onanapu6 (Olaparib) (AZD2281, KU-0059436), BugaHHA 22 Big 26 ciuHa 2023
POKy, aHrniicbKolo MOBOI; YkpaiHa, MK-7339-007, Bepcin 01 Big 20 Gepe3Hsa 2023 p., yKpaiHCbKOO
MOBOIO, AONOBHEHHS [0 iH(popmauil Ta AOKYMeHTY npo iHcpopmoBaHy 3rody A nauieHTa Ansa
JliKyBaHHSA MicnsA nporpecyBaHHA XBOPOOU, YKPAIHCbKOIO MOBOLO [0 NPOTOKO/TY K/IHIYHOTO BUNPOGYBaHHS
«JocnimkeHHs ha3n 2 onanapuby y komGiHauii 3 nembponisymabomM y nauieHTiB 3 paHile NiKoBaHUM
PO3MOBCHAXEHMM PAKOM 3 MyTaLli€l0 reHa y CUCTeMi FOMOOriYHOT pekoMbiHauiiHoT penapauii (HRRm) AHK
Ta/abo 3 MOpPYLIEHHSIM TOMOJOriYHOI pekombiHauii (HRD) [AHK», kog pocnigpkeHHs MK-7339-007, 3
iHKoprnopoBaHoto nonpaskoto 05 Big 20 rpyaHsa 2022 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck
Sharp & Dohme LLC, USA)

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

29. BigpaneHunii woaeHHUK npuiiomy npenaparty, Bepcia 1 Big 30 cepnHA 2021 poKy yKpaiHCbKOIO
MoBoOlo Ha niagctasi Bepcii 1 Big 02 nunHa 2021 poky (I6T-MC-AMAP_Remote Dosing
Diary vl Trans_Paper_  Ukrainian-UA_30Aug2021 #EI402033-ukUA); LloaeHHUK peecTpadii
BMKOPUCTaHHSA NpenapariB Ha gomy, Bepcis 1 Big 24 cepnHA 2021 poKy poCilicbKOl MOBOLO Ha NifcTaBi
Bepcii 1 Big 02 nunHa 2021 poky (I6T-MC-AMAP_Remote Dosing Diary_v1l_Trans_ Paper_ Russian-
UA_24Aug2021 #EI402033-ruUA) [0 nNpoTOKO/y K/iHIYHOrO BunpobyBaHHs «baraToueHTpose, Bigkpute,
MopoexeHe focnimpkeHHs Il ®asm ansa OujiHkm OoBrotpuBasoi EcdekTnBHOCTI Ta be3neyHocTi 3acTocyBaHHS
Mipikisymaoy y lMauieHTiB i3 Bupaskosum Konitom lMomipHoro ta Tskkoro Mepe6iry (LUCENT 3)», ko
pocnigpkeHHs 16T-MC-AMAP, 3 iHkoprniopoBaHoto nonpaskoto (b) Big 21 nnnHa 2022 poky; cnoHcop - Eni Ninni
eHA Komnani, CLUA / Eli Lilly and Company, USA

3aaBHuK - «Eni Ninni Boctok CA», LBeiiyapis

30. Indhopmaduisa ana yyacHuka gocnigkeHHs /Popma iHchopmoBaHoi 3rogn, OCHOBHE AOCNIgXEHHA —
Koropta B i KoropTta C, ansa YkpaiHu, Bepcisa 2.0 Big 19 kBiTHa 2023 poKy, Ha ocHoBi Maiictep-Bepcil
IYA/®I3, OcHoBHe pocnipxeHHs, Koropta B i Koropta C, Bepcia 2 Big 29 Gepe3Hsa 2023 poky,
aHrNifcbKO Ta YKpaiHCbKOO MoBamu; IHopMauia A[ns  ydyacHuka pochnimpkeHHA [dopma
iHcbopmoBaHoi 3roau, OcHOBHe gocnigkeHHs — Koropta D, gnsa YkpaiHu, Bepcia 2.0 Big, 19 kBiTHA 2023
POKy, Ha ocHoBi Maiictep-Bepcii IYA/PI3, OcHoBHe gocnimkeHHsA, KoropTa D, Bepcis 2 Big 29 6epes3Hs
2023 poKy, aHINIACbKOI Ta YKpaiHCbKOK MoBamu; IHhopmauia ana yyacHuka gocnigxeHHa /dopma
iHcbopmoBaHoOi 3roan, OcHoBHe pocnigkeHHs — Koropta E i Koropta F, ana Ykpainu, Bepcia 2.0 Big 19
KBiTHAA 2023 poOKy, Ha ocHOBiI MaiicTep-Bepcii IYA/PI3, OcHoBHe gocnigxeHHA, KoropTta E i koropTa F,
Bepcis 2 Big 29 6epe3HA 2023 poKy, aHIiliICbKOK Ta YKPAIHCbKOIO MoBaMu; JINCT-PO3’aCHeHHA Big 05
KBiTHA 2023 poky go MpoTokony khiHiYyHOro sunpo6ysaHHA BJT-778-001, Bepcia 1.0 Bif, 28 XOBTHA
2022 poKy, aHrNificbKO MOBOK [0 NPOTOKOJY KIIHIYHOTO AocnimxeHHs «dasa 1/2a, paHZomi3oBaHe,
nnaueb0-KOHTPOIbOBaHEe AOCAIMKEHHA ANA  OUiHKM  6e3nekn, NepeHOCUMOCTi, (apMakoKiHeTUkM Ta
NPOTMBIPYCHOI akTMBHOCTI npenapaty BJT-778 y 340poBUX A06POBOJLLIB Ta NAUEHTIB i3 XPOHIYHOO
iHdbekuieto Bipycy renatuty B, Bkovarum nauieHTiB i3 XPOHIYHOW iH(pekuieo Bipycy renatuty Dx», kopf
pocnipkeHHs BJT-778-001, Bepcisa 1.0 Big 28 xoBTHA 2022 poky; cnoHcop - brogxein TepanbioTike, IHK.
[Bluejay Therapeutics, Inc.], CLLA

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

31. Bpouwypa gocnigHuka SAR439774 - fitusiran, BugaHHa 11 Big 25 ciuHa 2023 poKy, aHrNiliCbKOLO
MoBoto; LTE15174 JiucTt pgo nauieHTta, Bepcia 1.0 Big 30 6epe3Hsa 2023 poKy, aHIMINCbKOID MOBOLO;
LTE15174 Nuct po nauieHTa, Bepcia 1.0 Big 30 6epe3Hsa 2023 poKy, yKpaiHCbKoo MoBoto; LTE15174
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NucT o naujieHTa, Bepcia 1.0 Big 30 6epe3HA 2023 poKy, pOCiiICbLKOIO MOBOHO /10 NPOTOKO/Y KAiHIYHOIO
pocnipkeHHa «ATLAS-OLE: Bigkpute focnifxeHHs1 [OBrocTPOKOBOI 6e3nekun Ta etpekTMBHOCTI ®iTycipaHy y
nauieHTiB 3 remocpinieto A abo B, 3 abo 6e3 iHriGiTopHUX aHTUTIN A0 thakTopy 3cigaHHs VIII abo 1X», kopg,
pocnipxeHHa LTE15174, sepcis 05 Big 12 )oBTHA 2022 p.; cnoHcop - Genzyme Corporation, USA/ )xeH3aiim
KopnopeliwH, CLUA

3asaBHUK - ToBapncTeo 3 O6MexeHoto BignosiganbHicTio «kKOHTpakTHO-JocnigHuuska OpraHisadis IHHodhapM-
YkpaiHa»

32. 3MiHa KOHTPaAKTHOI AOCNiIAHMLLKOT OpraHisauil, BiAnoBiga/IbHOI 3a BUKOHAHHA BaX/INBUX 3aBhaHb
y pamKax KniHiuHoro Bunpo6yBaHHA 3 TOB «[MAPEKCE/1 YkpaiHa» Ha MignpuemctBo 3 100%
iHoseMHol0 iHBecTUuielo “AVNK’IOBIA PAC YkpaiHa” 40 NpoTOKOMYy KNiHIYHOTO AOCHiMKEeHHs «BigkpuTe,
po3LMpeHe JOCNIMKEHHS 3 OOHIED FPYNOtO J1iKyBaHHA /19 BUBYEHHSA LOBrOCTPOKOBOI 6e3neyHoCTi npenapary
Bl 425809 npu npuitomi 04MH pa3 Ha 406y B MaLEHTIB i3 LWN30gpeHieto, Ak 3aBepLUMIN yYacTb Yy NonepeaHix
pocnipxkeHHax 1l dpasu npenaparty Bl 425809 (CONNEX-X)», kog, gocnimpkeHHn 1346-0014, sepcisa 1.0 Big 15
6epesHa 2021 poky; cnoHcop - «bepiHrep IHrenbxavim PLIB TM6X eHg Ko KI», ABcTpisi / Boehringer Ingelheim
RCV GmbH & Co KG, Austria, CT Disclosure & Data Transparency, Germany

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

BYNO CTAJIO
TOB «MAPEKCE/ YkpaiHa» MignpuemctBo 3 100% iHO3eMHOIO iHBECTULiELO
“AUK’IOBIA PAC YkpaiHa”

33. OHoBneHa Bpolulypa gocnigHuka no npenapary bpasukyma6 (Brazikumab, MEDI2070, AMG 139),
Bepcia 9.0 Big 22 uepBHA 2022 poKy aHrNiNCbLKOK MOBOIO; 3MiHa Ha3BU MICLA NPOBeAEeHHS KNiHIYHOro
BUNPOOYBAHHA [0 NPOTOKOMY KNIHIYHOTO AOCAIAXEHHS «54-TuxHeBe, baraToLEeHTpOoBe, paHAOMi30BaHe,
noagiiHe cnine, nnaue60-KOHTPONbOBaHE [AOCMiKEHHA ha3n 2 B NapaseflbHUx rpynax gas OLiHKM
edekTnBHOCTI Ta 6e3nekn bpasnkymady y nauieHTiB 3 BMPa3KOBMM KOJITOM Bif, cepefHboro 40 BaXKKOro
cTyneHs aktmBHocTi (Expedition Lead-in)», kog gocnigpkeHHs D5272C00001 (MonepepHiii koa 3151-201-
008), nonpaska 6, Bepcia 7.0 Big 10 6epesHsa 2022 poky; cnoHcop - AstraZeneca AB, Sweden

3asBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

BYNO CTANO
O.M.H. F'onos4yeHko O.I. O.M.H. FTonoByeHko O.1.
MeguuHuiAi ueHTp ToBapucTBa 3 OG6GMeXeHOK | TOBapuCTBO 3 OGMEXEHOK BiANOBiIfaNLHICTIO
BignoBiganbHicTio «Xenc KniHik», MepguuHuin | «Meguunnii LleHTp Xenc KniHik», MegnuHuii

KNiHIYHNIA [OCNIOHNLBKWNIA LEeHTp, BiAAiN | KNiHIYHWIA OOCNiAHNLBKNIA LeHTp, BigAin
racTpPOEeHTepo/1orii, renaTosiorii Ta eHAOKPUHOAOTIT, | racTpoeHTepOoorii, renaTtonorii Ta eHAOKPUHOOTIT,
M. BiHHMUS M. BiHHMUS

34. focbe aocnipxysaHoro nikapcbkoro 3aco6y (IMPD) Pacritinib: Mogynb 2 "Quality”, pegakuia 12.0
Bifg 29 Oepes3Ha 2023 p. 40 NPOTOKOAY K/iHIYHOrO BUNPOOyBaHHA «PaHOoMi3oBaHe KOHTPO/ibOBaHe
pocnimpkeHHa 11l dasn 3 MeTo MOPIBHANBLHOT OLUHKM NAKPUTUHIOY Ta npenapaTy 3a BUOOPOM nikapa npu
NiKyBaHHi navieHTiB i3 nepBUHHMM Mienodibpo3zom abo Mienodhibpo3oM, L0 PO3BUHYBCA MiCASA CNPaBXHLOT
noniymTeMii Yn eceHuiasibHOT TpOMOGOUUTEMIT, B SKMX Bif3HAYAETbCA TsHKKa TpombouuToneHis (piBeHb
TpombouuTie <50 000/mkn)», kog, aocnigxkeHHs PAC303, pepakuis 2 Big 30 yepBHa 2022 p.; cnoHcop - «Ci Ti
Ali bio®apma Kopnopeiiwh» [CTI BioPharma Corp.], CLUA

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

35. OHoBAneHunii MpoToKon KniHiuHoro gocnigpkeHHA ARGX-113-1902, Bepcis 6.0 Big 28 BepecHA 2022
POKy, aHrnilicbkoo moBoto; IHhopMauia ana naudieHTa Ta popma iHhopmoBaHoi 3rogn anst YKpaiHu,
aHrnificbkol mMoBoOlo, Bepcis 8.0 Big 25 xoBTHA 2022 poky; IHcopmauisa gna nauieHta Ta chopma
iHbopMmoBaHOi 3rogn Ana YKpaiHu, YKpaiHCbKO MOBOLO, Bepcia 8.0 Big 25 XoBTHA 2022 pokKy;
IHhopMmauisa gns nauyieHTa Ta hopma iHchopMoBaHOT 3rogun Ans YKpaiHu, pocificbKoo MOBOLO, BepCist
8.0 Big, 25 »x0BTHA 2022 poky; COVID-19 AopaTok Bepcii C8.0 Bif 25 oBTHA 2022 p. ao IHopmauii gna
nauieHTa i oopmu iHchopmoBaHOiI 3rogu Ans YKpaiHu, aHrniicbKolo MOBOIO, Bepcis C8 Big 25 )XKOBTHA
2022 p.; COVID-19 fopatok Bepcii C8 Big 25 »oBTHA 2022 p. ao IHdopmauii ana nauieHTa i dopmu
iHcbopMoBaHOi 3rogun Ans YKpaiHu, yKpaiHCbKOI0 MOBOIO, Bepcis 8.0 Big 25 oBTHA 2022 p.; COVID-19
Hdopatok Bepcii C8 BiA 25 »oBTHA 2022 p. Ao IHopmauii AnA nauieHTa i oopmu iHbopmoBaHOi 3roaun
Ans YKpaiHu, pocificbKolo MOBOLo, Bepcisa 8.0 Big 25 xoBTHA 2022 p; ARGX-113-1902 IHchopmaunia ansa
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nauieHTa Ta ¢popma iHhbopmoBaHOI 3roan ANa gornsgadvis gns YkpaiHu, sepcia 4.0 Big 22 BepecHs
2022 p., aHrniicbkoo MoBoto; ARGX-113-1902 IHchopmauisa anA nauieHTa Ta coopma iHhpopmoBaHOi
3roau Ans pornsagadviB ana YkpaiHu, Bepcia 4.0 Big 22 BepecHA 2022 p., yKpPAlHCLKOIO MOBOIO;
ARGX-113-1902 IHchopmauis ana naudieHta Ta ¢hopma iHchopmoBaHOi 3rogu ANAa pornsgadvis ans
YkpaiHu, Bepcis 4.0 Big 22 BepecHs 2022 p., pociiicbKkoto M0oBO10; [locbe AOCNiAKYBaHOrO NiKapcbKoro
3aco6y ARGX-113 with rHuPH20, po3uuH gns nigwkipHux iH’ekuiit, Bepcis 6.0 Big 16 cepnHsa 2022 poky,
aHrnincbKo MOBOIO; JlocbE AoCnimKyBaHOro nikapcbkoro 3aco6y ARGX-113 with rHuPH20, po3uuH
ONA NigWKipHUX iH’ekui, posgin «Appendices rHuPH20», Bepcia 6.0 Big 16 cepnHsa 2022 poky,
aHrnificbKkol MOBOIO; 3a/lydeHHA [04aTKOBOI BUMPOOHWUYUOI AiNbHULI NaKyBaHHA Ta MapKyBaHHs
pocnipxysaHoro nikapcbkoro 3aco6y Efgartigimod PH20 SC, Ecdpraptirimog PH20 ansa nigwkipHoro
BBefeHHsA, Edrapririmog PH20 SC, ARGX113 PH20, ARGX-113 with rHuUPH20, ARGX-113/rHuPH20
(Efgartigimod alfa) po3uuHy ansa nigwkipHux iH’ekuiii 180mr/mn, Fisher Clinical Services GmbH,
Germany; CnoBillleHH €NeKTPOHHOIO MOLWITOK TMPO  efIeKTPOHHY 3rogy nauieHTa Ha
TeneBi3uTu_TeleVisit Patient Screenshots, Bepcia 2 Big 11 TpaBHA 2022, yKpaiHCbKOI MOBOLO;
CnoBileHHA eNNeKTPOHHOIO MOLUTOO MPO eJ/IEKTPOHHY 3roAy nauieHTa Ha Tenesisntu_TeleVisit Patient
Screenshots, Bepcif 2 Big 18 TpaBHA 2022, pocilicbKOl0 MOBOI0; HaBUa/ibHe Bifieo Npo caMmocTiliHe
BBeAeHHs ON13 (i3 3acTocyBaHHAM agantepy), Bepcisa 1.0 Big 22 ntotoro 2022 p., yKPaiHCbKOK MOBOIO;
HaBuasnibHe Bigeo npo camocTiliHe BBegeHHA AJ13 (i3 3acTtocyBaHHAM agantepy), Bepcisa 1.0 Big, 22
moToro 2022 p., pociiicbkolo MoBoilo; HaBuanbHe Bigeo npo camocTiiiHe BBegeHHA [AN13 (i3
3acToCyBaHHSIM rOJIKM 3aMiCTb agianTtepy), Bepcis 1.0 Big 17 notoro 2022 p., yKpaiHCLKOIO MOBOIO;
HaBuanbHe Bigeo npo camocTiiiHe BBegeHHA AJ13 (i3 3acTocyBaHHAM roJiku 3amMicTb agantepy), Bepcis
1.0 Big 17 motoro 2022 p., pociiicbKoo MOBOIO; IHhopmauiliHa nucTiBKa «36epiraHHA AOCiAKyBaHOro
npenapary B AOMallHiX ymoBax», Bepcia 2.0 Big 21 KBiTHA 2022 p., YKpalHCbKOKO MOBOIO;
IHchopMmauiiHa nucTiBKka «36epiraHHa AocnigKyBaHOro npenapary B AOMalLHiIX yMoBax», Bepcia 2.0
Bif 21 kBiTHA 2022 p., pocilicbkolo MOBOIO; PekomeHpauii WoA0 TpaHCNOPTYBaHHA, 36epiraHHs,
nigroTyBaHHA Ta NigWKipHOro BBeAEHHA AociimKyBaHoro npenapaty edpraptirivogy PH20 Baoma,
Bepcisa 10.0. ykpaiHCbKOIO MOBOIO; PekomeHaauii o0 TpaHCNOPTYyBaHHA, 36epiraHHs, NiagrotyBaHHs
Ta nigWwKipHOro BBeAEHHs AoOciifKyBaHoro npenaparty edraprtirimogy PH20 Bpoma, Bepcisa 10.0.
pociiicbkolo MoBoOto; 3pa3oK Jlucta Big nikaps-gocnigHuka cimeiiHoOMy nikapro/nikapto-cneuianicty
WoAo nauieHTa-yyaCcHUKa KMiHIYUHOro BUNPOOGYBaHHA, Bepcia 2.0 Big 28 BepecHs 2022 poky,
YKPaAiHCbKOKO MOBOIO /10 NPOTOKO/Y K/IHIYHOTO [OCHIMKEHHA «Bigkpute NpPOAOBXEHHSA [OCNILKEHHSA
ARGX-113-1802 gns1 BUBYEHHS AOBrOCTPOKOBOI 6€3NeYHOCTI, NEPEHOCUMOCTI Ta ePeKTUBHOCTI npenapaty
EdrapTtirimog PH20 ansa nigwkipHOro BBEAEHHS Yy MALEHTIB i3 XPOHIYHOK 3anasibHOK AEMIENIHI3YHOHO0H0
noniHenponarieto (X34M)», koa aocnigxeHHs ARGX-113-1902, sepcis 4.0 Big 07 ciuHga 2021 p.; cnoHcop -
argenx BVBA, Belgium/ apgpxeHkc BBBA, benbris

3asiBHUK - ToBapucTBO 3 ObMexXeHo BignoiganbHicTio «KoHTpakTHO-AocnigHnubka OpraHizauisi IHHodhapm-
YkpaiHa»

36. OHOB/IEHWIT NPOTOKON KAiHiYHOro Bunpo6yBaHHA MK-7902-014 (E7080-G000-320) 3
iHkoprnopoBaHoto nonpaskoto 07 Big 17 6epe3HA 2023 pokKy, aHINiliCbKOK MOBOIO; YKpaiHa, MK-7902-
014 (E7080-G000-320), NonoBHEHHA A0 iHdopMaLii Ta AOKYMEHTY npo iHdopMoBaHy 3rogy AN
nauieHTa AnA JlikyBaHHA MiCNA nporpecyBaHHA XBOpo6wu, Bepcia 1.00 Big 04 kBiTHA 2023 p.,
YKpaiHCbKOI0 MOBOL0; 3pa3ok MapKyBaHHSA fikapcbKoro 3acoby Calcium Folinate_Kit, Bepcis 2.0 Big 24
G6epe3HA 2023 poKy, aHIMICbKOIO Ta YKPAIHCbKOK MOBaMu; 3pa3ok MapKyBaHHA NiKAapCbLKOro 3acoty
Calcium Folinate_Vial, Bepcis 2.0 Big 24 6epe3HA 2023 poOKy, aHMNMIACbLKOIO Ta YKPAIHCHLKOK MOBaMu;
OHoBneHun po3gin 3.2.P «xDRUG PRODUCT» ocbe AocnifKyBaHOro nikapcbKoro 3acody MK-7902,
Bepcis 088WYP Bipg, 30 6epe3Ha 2023 p., aHINiicbKOK MOBOIO; BK/OUEHHs [00aTKOBOro BUPOGHMKA
Kanbuito coninary, 10 mr/mn, Fresenius Medical Care Deutschland GmbH, Germany; 3miHa Ha3BuU
Micus NnpoBeAeHHs K/iHIYHOro BUNPoGyBaHHA [0 MPOTOKOJY KNiHIYHOro BUNPoOyBaHHA «PaHfoMi3oBaHe
pocnimpxkeHHs |l chasu gnsa ouiHkn edpeKTUBHOCTI Ta 6e3neyHocTi nemoponisymady (MK-3475) y kombiHau,i 3
nenBatuHioom (E7080/MK-7902) i ximioTepanieto NOPIBHAHO 3i CTaHAAPTHUM NiKyBaHHAM B AKOCTi NepLUOT JTiHil
Tepanii 419 yYacHUKIB 3 MeTacTaTUYHO KapLUMHOMOKO CTpaBoxoay», kog, gocnimkeHHsa MK-7902-014 (E7080-
G000-320), 3 iHkopropoBaHot nonpaskoto 06 Bif 24 xo0BTHA 2022 poky; crnoHcop - TOB Mepk LWapn eHp,
Joym, CLUA (Merck Sharp & Dohme LLC, USA)

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

BYNO
A.M.H., npod. AyaHiveHko O.C.
JepxaBHa ycTaHoBa «IHCTUTYT 3arasjbHOl Ta
HeBigknagHoi  xipyprii  imeHi B.T. 3aiiuesa

CTANIO
O.M.H., npodd. AyaHiyeHko O.C.
JepxaBHa ycTaHOBa «IHCTUTYT 3arasibHOI Ta
HeBigknagHoi  xipyprii  iMeHi B.T. 3aiiyea

HauioHanbHOT akagemii MeguuHux Hayk YKpaiHu»,
BiAAINEHHS XipypriyHMX iHA)ekUidi Ta ycknagHeHoi

HauioHanbHOI akagemii MeguuHux Hayk YKpaiHu»,
BiAAINEHHs XipypriYHuX iHdpekuii Ta ycknagHeHoi
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OHKOJIOMYHOT nartosiorii Ha 25 NbKOK 3 nanaTor
iHTEHCMBHOI Tepanii Ha 6 nikok, XapkKiBCbKa
MeAM4YHA akagemia nicnagunioMHOI  OCBITH,
Kachegpa OHKonorii Ta AUTAYOI OHKONOCrIT,
M. XapkiB

OHKOJOrMYHOT naTtonorii Ha 25 NbXok 3 nanarol
iHTEHCMBHOI Tepanii Ha 6 koK, XapKiBCbKWii
HaLuioOHaJIbHUI MegUYHUIA yHiBepcuTeT, Kachegpa
OHKonorii, NpoMmeHeBOi Tepanii, OHKOXipyprii Ta
naniatTMBHOI OMNOMOru, M. Xapkis

37. OHoBneHwii NMpoTtokon (Bepcis 1.5 Big 04.11.2022 p.); OHoBneHuii CuHoncuc Ao npotokony (Bepcis
1.5 Big 04.11.2022); 3any4yeHHA HOBUX BiAgnoBiganbHUX AocnigHUKIB/MICLb NpoBeaeHHs1 KNiHIYHOro
BUNPOGYBaHHA; 3MiHa LLeHTPasli30BaHNX TEXHIYHUX NPUMILLEHb, WO 6yAyTb BUKOPUCTOBYBAaTUCh AJ1A
npoBefeHHs K/iHIYHOrO BUMNpPOOYBaHHA (naGopartopisl), y SAKUMX LeHTpanizoBaHO O6yayTb
BUMiptoBaTMCcA a60 OLiHIOBATUCA OCHOBHiI KpuUTepii OUiHKN; 3a/lyueHHA KOHTPAKTHOI A0CNiAHULbLKOI
opraHisauii, BignoBigasbHOI 3a BAKOHAHHA BaXX/IMBUX 3aBAaHb Y paMKax K/1iHIYHOro BUNpPoGOyBaHHs;
3MiHa KOHTAKTHOI 0COGM crnoHcopa [0 MPOTOKO/Y K/IHIYHOIO AOCNiMKEHHS «BigkpuTte 6araToueHTpose
MiXXKHapoaHe AoCNiAKeHHS edpeKTUBHOCTI Ta 6e3neYHOCTi nikapcbkoro 3acoby Pe3orno6iH (Human Anti-D
(rh) immunoglobulin) Bupo6bHuytBa TOB «biothapma [Mnasma», YkpaiHa, Yy BariTHUX XKIHOK B
aHTeHaTa/IbHOMY Ta MOCTHATa/IbHOMY Mepiofi B PYTWHHIA KAIHIYHIA npakTuui Ans npodoisiakTuku pesyc-
ceHcubinisauji, 3 Nigrpynoto AOCNiMKEeHHA OeAKMX napameTpiB dpapMakoKiHeTUKu», Kog AocnigpkeHHa 1901-
RH-BF, Bepcis 1.4 Big 20.12.2021 p.; cnoHcop - TOB «BIO®PAPMA MNA3MA», YKpaiHa

3aaBHuK - TOB «<BIOPAPMA MNNA3MA», YkpaiHa

No M.1.B. BignoBiganbHOro gocnigHnka MpuMiTKK

n/n HasBa micus npoBeAeHHs KiHIYHOTO BUNPOOYBaHHS

1 O.M.H., npod. TapaH O.A.
KomyHasibHe HekomepuiliHe NigNPUEMCTBO «BiHHWLLKWIA MiCbKMi
KNiHIYHWA  nonoroBuin  6yamMHOK  Nel», >KiHOYa KOHCy/NbTauis,
M. BiHHMUS

2 nikap bapgaw /1.10.
KomyHasibHE HeKkoMepuiiiHe nignpUeEMCTBO  «BiHHMUbKa MiCbka
KniHiYHa nikapHA «LeHTp maTepi Ta OUTUHW», BigfineHHsA XIHOoYoi
KOHCynbTauil Ta BigdiNeHHA cninbHOro nepebyBaHHA Matepi Ta
HOBOHAPOMKEHOro, M. BiHHMLA

3 O.M.H., pgou. MoHyapyk H.IM.
KomyHanbHe HekomepuiiiHe nignpueMcTBO «KUIBCbKWIA  MiCbKWiA
nonoroeuin 6yanHok Nel» BMKOHaBYOro opraHy KuiBCbKOI MiCbKOi
panu (KWiBCbKOT MIiCbKOT AiepXaBHOT aaMiHiCTpaL,i), KOHCY/IbTaTUBHO-
fiarHocTnyHe BigaineHHs, M. Kuis

4 O.M.H., npod. BeHiok B.O.
KomyHanbHe HekomepuiiHe nignpueMctBo «KUIBCbKMI  MiCbKWMIA
nosioroBuii 6yamMHoK Ne3» BUKOHABYOro opraHy KWiBCbKOI MiCbKOT
pagn (KuiBcbKoi MICbKOT AepXaBHOI agMiHicTpauii), BigAiNeHHs
natonorii  BariTHUX nonorosoro 6yauMHky Ne3, HaujioHanbHWiA
MeauyHuiA - yHiBepcuTeT iMeHi 0O.0. boromonbus, Kadegpa
akylwepcTBa i rinekosiorii Ne3, m. Knis

5 Nikap AcTalukiHa J1.IM. 3HATO 3 po3rnagy 3a
KomyHasibHe HekomepLiiHe nignNpMeMCTBO «O6nacHuiA | pilleHHsaM cnoHcopa
nepuHaTasibHWii ~ LeHTp»  XXuToMupcbkoi  obnacHoi  pagw,
KOHCY/IbTaTMBHO-AiarHOCTUYHUiA 610K (KAB), M. XXutomup

6 nikap Axuk B.B.
KomyHanbHe nignpuemMcTBo «XMeNbHULbKNI MiCbKMiA
nepuHaTasibHWil  LeHTP» XMeNbHULUBKOI MICbKOI  pagun, XiHoua
KOHCyNbTauis, M. XMeNbHULLbKUIA

7 nikap Adpinuyk I.I.
KomyHanbHe HekomepuiliHe nignpueMcTBo «Yepkacbka o6n1acHa
NikapHs Yepkacbkoi 06/1aCHOI pagu», NONIKMIHIYHE BiA4IEHHS
nepvHaTanbHOro LeHTpy, M.Yepkacu

ToBapucTBO 3 06MexeHow BignosiganbHicTio «KAPMATCBbKA AOCAIAHVUBKA TPYMA», M. IBaHo-
®paHKiBCbK, Byn. LeByeHka, 49, Ten. +380508080983, en. nowta - volodymyr.galyuk@crgroupe.com.
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BYNO CTA/O
KepiBHVK YnpaBniHHA MeAuU4HOro cynpoBopy | KepiBHMK  npoekTy  YnpaBniHHA  KAiHIYHUX
TOB «BIODPAPMA MNTA3MA», BUNpoGyBaHb Ta MeAUYHOro CcynpoBoAy

OOLEHT, K.Mef.H.
Xe6eneHko AApocnas MeopriiioBny

TOB «BIODPAPMA MNA3MA»,
KupuneHko BikTopis FOpiiBHa
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