Jopnatok

«lMepenik cyTTEBUX NONpPaBOK A0 NPOTOKONIB KNiHIYHMX BUNPOOYBaHb, PO3rAAHYTUX Ha 3acigaHHi HTP
Ne 29 Big 24.08.2023, Ha siki 6y/iM OTpUMaHi NO3UTUBHI BUCHOBKU €KCNepTiB.»

1. Bpowypa gocnigHuka (Palbociclib (PD-0332991)), Bepcia 16 Big niotoro 2023 poKy [0 MPOTOKONY
KMIHIYHOTO AoCNimpKeHHs «PaHaomi3oBaHe, 6baraToLeHTpoBe, NOABIHO criine fAocnifpKeHHs dha3un 3 npenapary
PD-0332991 (nepopaibHOro iHribiTopa uukiH-3anexHux kiHas (CDK) 4 Ta 6) i3 1eTpo30/10M Y NOPIBHSAHHI 3
KOMbGiHaujieto nnauebo i 1eTpo3ony Ana nikyBaHHs XIHOK Y nepiodi nocTMeHonay3n, XBOPUX Ha pak MO/I0UHOT
3a/1031, WO € NO3UTMBHUM CTOCOBHO peLenTopiB Ao ecTporeHa [ER (+)] i HeraTMBHMM CTOCOBHO peLenTopiB 4o
enigepMasibHoro dpaktopa pocty 2 tuny [HER2 (-)], siki paHiwe He oTpuMmyBann >XOAHOTO CUCTEMHOrO
NPOTMPAaKOBOro NiKyBaHHs 3 NPUBOAY NPOrpecyBaHHsA XBOPO6U», ko gocnigpkeHHs A5481008, 3 nonpaskoto 8
Big 21 TpaBHs 2018 poky; cnoHcop - «®daiizep IHk.»/ Pfizer Inc., CLLA

3asBHuK - TOB «MAPEKCEJ YkpaiHa»

2. OHOB/EHUIA NPOTOKOAN K/iHIYHOrO BUNpooyBaHHA M13-494, Bepcia 13.0 Big 07 uepBHA 2023 poKy;
AokniHiuHmiA po3ain Jlocbe gocnimKyBaHOro Jlikapcbkoro 3aco6y BeHetoknakc (ABT-199), Bepcis 7.0
BiA 18 kBiTHA 2023 pokKy; KniHiuHuii po3gin Jocbe gocnigKyBaHoOro nikapcbKoro 3acooy BeHeToknakc
(ABT-199), Bepcisi 6.0 Big 16 kBiTHA 2021 poky; Po3ain «AkicTb» [locbe fOCNIoKYBaHOro NiKapCbKOro
3aco6y BeHetoknakc (ABT-199), Bepcia 5.0 Big 10 6epe3Ha 2022 poky; KopoTka xapaKTepucTuka
nikapcbkoro 3aco6y Imnovid (Pomalidomide), kancynu tBepgi 1 mr, 2 mr, 3 mr, 4 Mr, Bepcis Big 15
TpaBHA 2023 poOKy [0 NPOTOKOJY KAIHIYHOTO AOChimKeHHsi «baratoueHTpoBe paHAoMi3oBaHe Bigkpute
OocCnimpKeHHs dha3n 3 AN BMBUYEHHS BEHETOK/AKCY Ta AeKkcameTasOoHy Y MOPIBHSHHI i3 noManigoMigom Ta
JekcameTa3oHOM Yy nauieHTiB i3 t(11;14)-nO3UTUBHOK peunamBHOK abo pedipakTepHO MHOXWUHHOK
MiENIOMOIO», koA, focnimpkeHHs M13-494, sepcia 12.0 Big, 25 ciyHa 2023 poky; cnoHcop - AbbVie Inc., USA /
E66BI IHK, CLLUA

3anBHuK - E66BI BiodhapmacktoTikan3 M'mbX, Lseiiuapis

3. 3miHa BignoBigasIbHOro fOC/iAHMKA Ta 3MiHA Ha3BMW MicLs NPOBeAEHHS K/1iHIYHOro BUNPOGYyBaHHA
00 MpPOTOKONY K/IHIYHOrO JocnigpkeHHs «PaHgomisoBaHe, noggiiHe cnine pgocnigxenHs, |l dasm, ans
MOPIBHAHHA npenapaTy YnagauutuHio (ABT-494) 3 nnaue6o Ta 3 aganimymabom, y nauieHTiB 3
CepefiHbOTSHKKOK abo TSKKOK (hopmMamu akTMBHOTO PEeBMAaTOIgHOrO apTpuUTy, WO OTPMMYKOTb CTabinbHYy
6a3uncHy Tepanito MeTOTPEKCATOM Ta He A0CArN afeKBaTHOI BiAMNOBIAl HA HET», KoA AocnimkeHHs M14-465, 3
iHKoprnopoBaHMn AgMiHicTpaTuBHUMK 3MiHamn 1, 2, 3 i 4 Ta Monpaskamu 0.01, 0.01.01, 1, 2, 2.02, 3, 3.01, 4,
4.03, 5, 6, 7 Ta 8 Big 10 kBiTHA 2023 poky; cnoHcop - AbbVie Inc., USA

3anaBHuK - «<E66BI BiohapmackioTikan3 FTmM6X», LLseliyapis

BY/NO CTANIO

K.M.H. Fapmiw O.O. K.M.H. JleBUeHKo B.T".

[epxaBHa ycTaHoBa «HauioHanbHuii | flepxaBHa yctaHoBa «HauioHanbHUIA HayKOBUiA
HAYKOBMIA LEHTP «lHCTUTYT Kappgionoril imMmeHi | ueHTp «IHCTUTYT Kappgionorii, KniHiuHOT Ta
akagemika M.A. Crpaxecka» HauioHanbHOI | pereHepaTUBHOI MeAULUHN iMEHi akageMmika
akagemii MeguuyHUX HayK YKpaiHu», Bigain | M.A. Crpaxecka HauioHanbHOI akapewmit
HEKOpOHapHMX XBOPO6 cepus Ta peBMaTtonorii, M. | MeguYHUX Hayk YKpaiHu», BiAA4iN HEKOPOHapHUX
Kui XBOPO6 cepusi Ta peBmaronorii, M. Kuis

4. DopaTok 1 Bifg 26 yepBHsA 2023 poky A0 Bpolwypu gocnigHuka Ana focnigkyBaHoro nikapcbKoro
3aco6y PicaHkisymab, Bepcii 9 Big 11 TpaBHA 2023 poOKy [0 MPOTOKOAIB KAIHIYHUX AOCNiAKEHb:
«baraTouUeHTpoBe, paHAoMi3oBaHe, MoABiliHe crnine, nnauebo-KOHTPOoboBaHe b52-TUXXHEBE BiAKpPUTE
NPOAOBXEHE AOCNIMKEHHS NiATPMMYKOYOi Tepanii Ans  BMBYEHHS ed)eKTMBHOCTI Ta 6e3neyHocTi
PicaHkizaymaly y naujieHTiB 3 BUPA3KOBUMM KOMITOM», KoA AocrimkeHHs M16-066, iHKopnopoBaHwii
Monpaskamu 1, 2, 2.01 (Tinbkn ansa Kutaw), 3, 3.01 (Tinbkn ansa HimeuyumHn), 4 ta 4.02 (ona YkpaiHu Ta
npunernnux 3afigHnux kpaiH) i AgmiHictpatvBHumn 3MiHamu 1, 2, 3 Ta 4 Big 09 TpaBHA 2022 poky;
«PaHpomizoBaHe noggiiHe cnine pocnimkeHHa 1l casn, ana nopiBHAHHA npenapaTy PicaHkizymaGé 3
nnauebo y nauieHTiB 3 akTUBHUM ncopiaTuyHum aptputoMm (McA), Aki MalTb B aHaMHesi HeaekBaTHY
BIAMOBIAb NPVHANMHI Ha oAMH XxBopoGomoaudikyounii NpoTupeBmaTnyHKiA npenapat (XMIMPM) a6o ioro
HenepeHocuMmicTb (KEEPSAKE 1)», kog pgocnigxeHHs M16-011, sepcia 5.0 sig 01 nuctonaga 2021 poky;
«baratoueHTpoBe paHOOMi30BaHe AochnimkeHHA 3 dasy, Wo npoBoAUTLCA Y CchninoMy Ans OuiHioBava
e(PeKTVBHOCTI pPeXxnMi 3 METOI BMBYEHHS PicaHKi3ymaly y MOPIBHAHHI 3 YCTEKiHyMabom npu NiKyBaHHI
[0pOCNMX NaLieHTiB i3 XBOPO6OH KpoHa cepeiHbOBaXXKOro UM BaXKKOTO CTYNEHI TSXKKOCTI, 418 SKUX Tepanis

1



npenapaTamu, WO MPUTHIYYOTb aKTUBHICTb (DAKTOPY HEKPO3Y MyX/IMHU, BUABW/IACL HEe(EKTUBHOK», KOZ
pocnipkeHHs M20-259, sepcis 2.0 Big 28 BepecHs 2021 poky; cnoHcop - AbbVie Inc., USA
3asaBHuK - E66BI BiodhapmachtoTikan3 Mm6X, LLseiilapis

5. OHOB/EHWUII NPOTOKOJ1 K/iHIYHOTO pocnipkeHHAa 20170625, iHKOPNOPOBaHWA OHOBJ/IEHOIO
nonpaeBkoto 6, Big 12 uepBHA 2023 poky; OcHoBHa popma iHthopmoBaHOi 3roau Bepcia 8.0 Big 30
yepBHA 2023 pOKY, YKpaiHCbKOIO MOBOI; dopMa iHpOpMOBaHOI 3rogu Ha yyacTb Y O0[aTKOBOMY
[OCnigpKeHHi 3 KOHTPOJIIO PiBHA ninigis, Bepcis 8.0 Big 30 uepBHA 2023 pOKy, YKPAIHCbKOIO MOBOLO;
IHchbopmauiiHuiA GloneTeHb ANA ydyacHUKIB gocnigpkeHHa VESALIUS, 6epe3eHb 2023 p., YKpaiHCbLKOIO
MOBOI0; JIMCT nNpo pocnigpkyBaHuii npenapaTt, Bepcia 1.0 Big 23 6epe3HAa 2023 poKy, YKPAiHCbLKOK
MOBOI10; LLlaGnoH nucTa 3 AocnigHULbKOro LIeHTpY MikapAM (NowToBuiA aG0 eNeKTPOHHUI NnUcT) Big 24
G6epe3Ha 2023 poKy, YKpalHCbKOIO MOBOIO; 3MEHLUEHHA Ki/IbKOCTI AocnimKyBaHUX B YKpaiHi Big
nonepegHbLO 3annaHosBaHol 3 550 no 460 oci6; 3MiHa Ha3BU Micub NpoBeAeHHs BUMNPOOYBaHHA [0
MPOTOKO/TY  K/IHIYHOTO  AocnimkeHHs «[lloggiiHe cnine, paHAoMi3oBaHe, M/iaueb0-KOHTPOIbOBaHe,
baraToLeHTpOBe [JOC/iMKEHHA [ANns OUiHKM BM/IMBY €BOJIOKYMalOy Ha Cepiio3Hi  cepueBO-CYAVHHI
YCKNaAHEHHS Y NauieHTiB 3 BUCOKUM PU3MKOM PO3BUTKY CEPLIEBO-CYAMHHNX 3axXBOptoBaHb 6e3 nonepegHbo
nepeHeceHoro iHhapkTy Miokapaa abo iHCybTy», KoA AocnigpkeHHa 20170625, iHKOpnopoBaHWii OHOB/IEHOH)
nornpaskoto 4, Bif, 23 BepecHs 2022 poky; CNoHcop - «AMXeH IHK.» (Amgen Inc.), CLLUA

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

BYJIO CTAJIO

K.M.H. KapneHko O.l.
KviBcbka MicbKa  KhiHiYHaA
KappgionoriuHe BigaineHHs, m. Kuis

K.M.H. KapneHko O.l.
KomyHanbHe HeKomepLuiliHe nignpMemMcTBO
«KniBcbka MicbKa KniHiyHa nikapHA Ne 1»

nikapHa  Nel,

BUKOHaBYOro opraHy KuiBCcbKOI MiCbKOi pagu
(KuiBcbKOi MiCbKOi AepXaBHOI agMiHicTpadii),
BiAAiNeHHs KNiHIYHUX pocnigkeHb Ha cneudoHai,
M. KuiB

nikap Anekceesa J1.3.
OnekcaHApiBCbKa KiiHiyHa nikapHAa M. KueBa,
iHpapkTHe BigAineHHsa Nel, M. Knis

nikap Anekceesa J1.3.

KomyHanbHe HeKoMepLiliHe nignpnemMmcTBo
«OnekcaHppiBCbKa K/iHiYHA nikapHa M. Kuesa»
BUKOHaBYOro opraHy KuiBCcbKOI MiCbKOi pagu
(KniBCcbKOi MiCbKOi AepxaBHOI apgMmiHicTpauii),
BigAiNIeHHA roCTPMX KOPOHAPHUX CTaHiB, M. K1iB

O.M.H, npod. Kopx O.M.
MegauKo-caHiTapHa yacTuHa NpMBaTHOIO
akKLiOHepHOro ToBapucTBa «XapKiBCbKuiA TPaKTOPHWI

3aBof», TepaneBTMYHE BiAdiNEeHHs, XapKiBCbKa
MeguuHa akagemis nicnAAUNIIOMHOI  OCBITH,
Kadpegpa 3arasibHOI MNPaKTUKKM -  CiMeWlHol

MeAULMHU, M. XapKiB

O.M.H, npody. Kopxx O.M.

Mepguko-caHiTapHa yacTuHa MpuBatHoro
aKLioOHepHoro ToBapucTBa «XapKiBCbKu
TPaAKTOPHUIA 3aBOA», TepaneBTU4YHE BiAAiNEHHs,
M. XapkiB

3aB. Big. PyaeHko /1.B.

KniBcbka Micbka K/iHiYHa nikapHa wBuAaKol
MeAWYHOI AOMOMOru, KapaionoriyHe BiafgineHHs,
M. Knis

3aB. Bif. PyaeHko /1.B.

KomyHanbHe HeKoMepLiliHe nignpnemMcTBo
«KniBCcbKa MicbKa KiiHiYHa JliKapHA wWBUAKOT
MeAUYHOI A0NOMOrM» BUKOHABYOrO OpraHy
KniBcbkoi micbkoi paau (KUiBCbKOi MicbKOT
AepxxaBHol aamiHicTpauii), KappgionoriyHe
BigAineHHa (ons XBOopuxX Ha iH(apKT miokapay),
M. KniB

6. Bpowypa focnigHuka, Ozempic® (Semaglutide subcutaneous) Project: NN9535, Type 2 Diabetes,
BugaHHa 20, ciHanbHa Bepcia 1.0 Big 17 nunHa 2023 poky, aHraiicbkolo MoBoik; KopoTka
XapakKTepucTuka nikapcbkoro 3aco6y Ozempic Big 03 TpaBHA 2023 [0 NPOTOKO/Y K/iHIYHOTO
pocnipkeHHs «FLOW — BniimB ceMarslyTUAY B NOPIBHSAHHI 3 niiaue60 Ha piBeHb NOripLUeHHS YHKL,iT HUPOK y
XBOPWX Ha LyKpPOBWIA AiabeTt Tvn 2 pa3oMm i3 XPOHIYHOK XBOPOOOK HMPOK», Koa gocnimkeHHss NN9535-4321,
chiHanbHa Bepcis 4.0, Big 11 nuctonaga 2020; cnoHcop - Novo Nordisk A/S, Denmark

3asaBHUK - TOB «HoBo Hopgaick YkpaiHa»



7. YkpaiHa, MK-7339-013, Bepcia 00 Big 18 nunHAa 2023 p., yKpaiHCbKOIO MOBOIO, [lONOBHEHHSA A0
iHpopMmauii Ta AOKYMeHTY npo iHcdopmoBaHy 3rogy A1 NawieHTa nicna nporpecyBaHHsA
3axBOplOBaHHA; YKpaiHa, MK-7339-013, Bepcia 00 Big 18 nunHa 2023 p., pocilicbkod MOBOIO,
JonoBHeHHs [0 iHopmauil Ta [OKYMeHTY npo iHcopmoBaHy 3rogy pAns nauieHTa nicnsa
nporpecyBaHHA 3aXBOPIOBAaHHA [0 MPOTOKOY KAiHIYHOIO JOCNIMKEHHST «PaHAoMi30oBaHe, noggiiHe chine,
nnauebo-koHTponboBaHe pocnimkeHHs 1l a3 ana ouiHkm nemoéponizymady (MK-3475) y noegHaHHi 3
CYMyTHbOK XiMIONMPOMEHEBOKO Tepanielo 3 NoAa/IblUMM BBEAEHHAM nembponisymaby 3 osanapmbom
(MK-7339) abo 6e3 HbOro y MOPIBHSHHI Anwe 3 CynyTHbOK XiMIOMPOMEHEBOK Tepani€eld B y4acCHUKIB 3
HelloJaBHO AiarHOCTOBaHUM 1OKasli30BaHMM APiGHOKNITUHHUM pakoM nereHis (JIAP/1)», kog AoCAimKEHHS
MK-7339-013, 3 iHkopnopoBaHoto nonpaskoto 04 Biag 12 BepecHs 2022 poky; cnoHcop - TOB Mepk LWapn eHp
Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asiBHUK - TOBaApUCTBO 3 06MEXEHOI0 BignoBigasibHICTI0 «MC/ YkpaiHa»

8. 3miHa HasBM Micus npoBeAeHHA BUMPOOGYBAHHA [0 MNPOTOKOMY KMIHIYHOTO  AOCNIAKEHHS
«PaHpomizoBaHe, noagiiiHe cnine, nnaue60-KOHTPO/IbOBaHe Ta 3 aKTMBHUM KOHTpOsSieM, 6araToueHTpoBe
pocnimpkeHHa asn 2/3, Wo npoBOAMTBLCA Yy MapaneflbHUX rpynax 3 MeTOH OLiHKM edeKTUBHOCTI Ta
6e3MeyYHOCTi rycenbKymaby y naujieHTiB i3 XBopo6ow KpoHa B akTuBHIl pasi Bif, cepeaHboro 40 BaXKKOro
CTYMEHSA TAXKOCTI», koA gocnigpkeHHs CNTO1959CRD3001, 3 nonpaskoto 5 Big 12 nunHa 2022 poky; CNoHcop
- Janssen Pharmaceutica NV, Belgium / AHccen ®apmauestrka HB, benbris

3aasHuK - TOB «[MAPEKCE/ YkpaiHa»

BYNO CTANO
nikap Piwko A.0. nikap Piwko A.®.
3akapnaTcbka oGsiacHa KiiHiuHa nikapHA iMeHi | KOMyHanibHe  HeKoMmepuiliHe  nignpPUeMCTBO
AHApia HoBaka, racTpoeHTeponoriyHe BiafineHHs, | «3akapnaTtcbka o6nacHa KniHiuHa nikapHs iMmeHi
M. YXropog, AHApin HoBaka» 3akapnarcbKoi 06/1acHoOI paau,
racCTpPOEHTEPOsIONYHe BiAAIIEHHSA, M. YXXropog

9. OHOB/EHWIA NPOTOKON KNiHIYHOro gocnimkeHHs 3 nonpaskoto 08, Bepcisa 1 Big 19 uepBHA 2023 poky,
aHrnificbKko MoBoto; OcCHoBHa iHhopmaLif Npo gocnimkeHHs Ta popma iHhopMoBaHOI 3roau, Bepcis
10 Big 28 uepBHA 2023p., aHrniicbkoo MoBOtO; IHchopMmauis aAna nauieHTa i opma iHhopmoBaHoi
srogn, Bepcia ana YkpaiHu Ne9 Big 14 nunHa 2023p. (Ha ocHoBi OCHOBHOI iHdopmauii npo
pocnipkeHHa Ta dpopmmu iHopmoBaHoi 3roau, Bepcisa 10 Big 28 yepBHA 2023p.), YKpPaAiHCbLKOIO Ta
pocilicbkolo MOBamMu A0 NPOTOKO/TY KAIHIYHOro BUNPo6yBaHHs «[JOBrOCTPOKOBE PO3LUMPEHE AOCNIMKEHHS 3
OUiHKM Ge3nekn Ta edhekTUBHOCTI npenapaty SAR442168 y y4yacHWUKIB OOC/IMKEHHS 3 peungnByrovmm
PO3CISiHUM CKNepo30oM», kog, gocnimpkeHHs LTS16004, 3 nonpaskoto 07, Bepcis 1 Big 12 rpyaHa 2022 poky;
cnoHcop - Genzyme Corporation, USA (xeH3aim KopnopeliwH, CLLUA)

3aaBHUK - TOB «CaHodhi-ABEHTIC YKpaiHa»

10. Bbpouwypa pocnigHUKa pocnipkyBaHOro nikapcbkoro 3saco6y [AXXWUCENEKA® (JYSELECA®)
(®PinroTiHi6 (GS-6034)), BugaHHa 18 Big 12 uepBHA 2023 POKYy aHrNifiCbKOKO MOBOI [0 MPOTOKO/IB
KNiHIYHUX  pocnigpkeHb: «[JOBrOCTPOKOBE MOAOBXEHE LOCMIMKEHHA AN OuiHKM 6e3neku pinroTiHidy y
navieHTIB i3 XBOpo60 KpoHa», kog gocnimkeHHs GS-US-419-3896, 3 iHkopnopoBaHO nonpaskoto 9 Big 23
nnctonaga 2022 poky; «PaHgomizoBaHe, NoABiliHO-cine, nnaueb0-KOHTPOsIbOBaHe AOCAILKEHHS ddasu 2 Ans
OUiHKN TEeCTUKYNSAPHOI 6e3neyHoCTi pinroTiHidy B A0OpPOC/AMX YOMOBIKIB i3 aKTMBHMMK 3anasibHUMKU
3axBOPHOBAHHAMM KULLIKIBHUKA Bif, MOMIPHOIO A0 BaXKKOro CTYMEHH TSHKKOCTI», KoA, AocAipKkeHH GS-US-418-
4279, nonpaeka 6 Big 09 BepecHs 2022 poky; cnoHcop - Galapagos NV, benbris

3aaBHuk - TOBAPUCTBO 3 OBMEXEHOI BIAMNOBIOANBHICTIO «®APMACBLIOTIKAN PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

11. OHoBneHi po3ginu S.2 MANUFACTURE, S.4 CONTROL OF DRUG SUBSTANCE, S.7 STABILITY
Aocbe pocnigxyBaHoro nikapcbkoro 3aco6y MK-8189, Bepcia 08CNGM Big 26 nunHa 2023 poky,
AHINIACbKOK MOBOIO [0 MPOTOKOJY KAIHIYHOTO JOCMIMKEHHS «PaHAomi30BaHe, NoABiiHe-cnine, 3 nnaye6o
Ta aKTMBHMM KOHTPO/IEM JliKyBaHHA AocrimkeHHs 2B dasn edektuBHOCTI Ta 6e3nedHocTi MK-8189 vy
nawuieHTIB 3 TOCTPUM eni3040M LWN30dIPeHii», koA fgocnimkeHHs MK-8189-008, 3 iHKOpnopoBaHOK NonpaBKoko
04 Big 16 nuctonaga 2022 poky; cnoHcop - TOB Mepk LWapn eng doym, CLUA (Merck Sharp & Dohme LLC,
USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiAnNoBigasbHICTI0O «MC/[, YKpaiHa»



12. 3miHa Ha3B MicLb NpoBeAeHHA BUNPOOGYBaHHA [0 NPOTOKOJY KAIHIYHOIO AoCnimKeHH:A «JocniopKeHHs
dhasm 3 3 OLiHKK 3aCTOCYBaHHS iIOBPYTUHIGA B KOMOIHALLiT 3 BEHETOKNAKCOM Y MaUi€HTIB 3 MaHTIHOKAITUHHO
nimchomoto (MK)», ko gocnipxkeHHA PCYC-1143-CA, 3 iHKoprnopoBaHo nonpaskoto 4 Big 16 BepecHs 2022
poky; cnoHcop - Pharmacyclics LLC, CLUA (BxoguTb B rpyny komnaHiii «AbbVie»)

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

BY/O

CTAJIO

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

HauioHanbHWii iHCTUTYT paky, HayKoBO-AOCAigHE
BiOOINEHHSA  ximioTepanii  remo6sactosiB Ta
af'toBaHTHUX MeTOAiB  /iKyBaHHS, BiAAi/IeHHS
OHKOremaro/s1orii 3 CEKTOPOM af’toBaHTHUX METOAIB
nikyBaHHs1, M.KniB

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

AepxaBHe HeKkomepuiliHe nianpuMemMcTBO
«HauioHanbHWMIA  IHCTUTYT  paky», HayKOBO-
[AocrnigHe BigaineHHs ximioTepanii remo6,1acTo3iB Ta
af'loBaHTHUX METOAiB  JiKyBaHHS, BiAAi/IEHHSA
OHKOremaro/s1orii 3 CEKTOPOM af'toBaHTHUX MEeTOfiB
nikyBaHHs,M. Kni

nikap Horaesa /1.1.

KomyHanbHe HekomepLiiiiHe nignpuemMcTBo
«YepKacbkuii o6nacHwii OHKOJIOTiYHWMA
aucnaHcep YepKkacbKoTl ob6nacHoi pagun»,
O6nacHui NiKyBasIbHO-AIarHOCTUYHNI

remMaTosioriyHniA LeHTp, M. Yepkacu

nikap Horaesa J1.1.

KomyHasbHe HekoMepLiiiHe nignpPUEMCTBO
«KniHiyHMiA  UeHTp  OHKonorii, remartonorii
TpaHcnnaHTosoOrii Ta nNaniaTUBHOW A[AOMNOMOrU
UepkacbKoT ob6nacHoi pagun», O6nacHwuit
NiKyBa/IbHO-AiarHOCTUYHWI TeMaTOosOorNYHNIA LEeHTp,
M. Yepkacu

13. 3miHa mMicuA nNpoBeAeHHA KJiHIYHOrO BUMPOOGYBaHHA [0 MPOTOKO/Y K/IHIYHOIO AOCHIAKEHHS
«BigkpnuTe npoaoBXeHHA pochimpkeHHss ARGX-113-1802 ansi BMBYEHHS [0BrOCTPOKOBOI 6GE€3Me4YHOCTI,
nepeHocMMocTi Ta edoekTUBHOCTI npenapaty Edraptirimog PH20 ansa nigwkipHOro BBeAEHHS y NaLieHTIB i3
XPOHIYHOIO 3anasibHOK AeMieniHi3yoyoo noniHenponartieto (X34M)», kog pocnimpkeHHs ARGX-113-1902,
Bepcis 6.0 Bia 28 BepecHs 2022 poky; cnoHcop - argenx BVBA, Belgium/ apgxeHkc BBBA, benbris

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

BYNO

CTANO

nikap 3axaposa J1.MM1.

KomyHanbHe  HeKkomepuiiiHe  nignpuemMcTBO
«Micbka KniHiyHa nikapHa Nel6» [HiNnpoBCbKOI
MiCbKOT paau, HeBponoriyHe BigAineHHs,
ToBapucTBO 3 OGMEXEHOK BigNoOBiAAILHICTIO

nikap 3axaposa J1.I1.

[epxaBHa ycTaHOBa «YKpaiHCbKWUi AepXXaBHUiA
HayKOBO-AO0CNigHWIA iHCTUTYT MeAuKo-
couianibHUX npo6nem iHBanigHocTi
MiHicTepcTBa OXOpPOHU 340pPOB’A YKpaiHu»,

«[JHINPOBCbLKWIA MeaNYHUIA iHCTUTYT
TpaauUiiHOT | HeTpaguUIiHOI  MeAULMHNY,
Kadhegpa BHYTPIWHbLOI MeAULMHM 3 KYypcOM
npodiNIaKTUYHUX AUCUUIIIH, M. IHINpo

HEBPONOriyHe eKcrnepTHo-peabinitTauiiHe
BigAineHHsa, m. JHinpo

14. fopatok 1 o IHdopmaLii anAa naudieHTa Ta popmu iHchopmoBaHoi 3roau, Bepcia 1.0 Ana YKpaiHu,
aHrniicbKkol MOBOW, Big 25 kBiTHA 2023 p.; Aopatok 1 ao IHdopmauii gna nauieHta Ta dopmu
iHdbopMoBaHoI 3roau, Bepcis 1.0 onA YKpaiHu, yKpaiHCbKOK MOBOIO, Bif, 25 kBiTHA 2023 p.; JoaaTok 1
Ao IHopmauii gna naudieHta Ta chopmu iHchopmoBaHoi 3rogu, Bepcia 1.0 ana YkpaiHu, pociiicbkoto
MOBOIO, Bif, 25 KBiTHA 2023 p. 40 NPOTOKO/Y KIIHIYHOrO JochigpkeHHs «PaHgomizoBaHe, noAgiliHe cnine
nnaue60-KOHTPOIbOBaHE AOCIMKEHHS A1 OLiHKM e(peKTUBHOCTI, 6€3MeYHOCTI Ta MePEHOCMMOCTI NpenapaTy
Edprapririmog, PH20 g9 nigWwKipHOro BBEAEHHS Y AOPOCMUX MALEHTIB 3 MyxXuMpyaTtkow (3BUyaiHow abo
nnctonogi6How) (ADDRESS)», kog gocnigpkeHHs ARGX-113-1904, Bepcis 4.0 Big 09 uepBHA 2022 poky;
CroHcop - apmkeHkc BB, benbrisa / argenx BV, Belgium

3asaBHUK - ToBapncTBO 3 O6MEXeHOo BignosiganbHiCTio «kKoOHTpakTHO-JocnigHnubka OpraHisauis IHHodapM-
YkpaiHa»

15. MopoBXeHHA TPUBAOCTI KNiHIUHOro gocnigkeHHA B YKpaiHi Ao 30 TpaBHA 2024 poKy [0 NPOTOKONY
KMiHIYHOrO BUNPOBYBaHHA «BigkpuTe pocnimkeHHa dasu 3b gna ouiHkM 40BrocTpokoBOi 6e3neyHocTi Ta
epekTMBHOCTI Befonisymady A1 NiALKIPHOro BBEAEHHS Y NaUiEHTIB 3 BUPA3KOBUM KOJIITOM Ta XBOPO6OIO
KpoHa», kog gocnigkeHHs MLN0002SC-3030, iHkopnopoBaHuii nonpaskotd 10 Big 20 xoBTHA 2020 poky;
crnoHcop - «Takepa [esenonmeHT CeHTep HOpon /lta.» (Takeda Development Centre Europe Ltd.),
Cnony4yeHe KOponiBcTBO



3anBHWK - NignpuemcTso 3 100% iHo3eMHolo iHBecTULjelo «ANK'HOBIA PAC YkpaiHa»

16. OHOBNEHM A NPOTOKOS  KiHIYUHOro BuNpoGyBaHHA M14-533 3  iHKOpNOpoBaHMMMU
AamiHicTpatuBHMMU 3MmiHamu 1, 3, 5, 6, 7, 8 (Tinbkn ana Kanagwu), 9, 10 i 11 (Tinbkn ana Monbui) Ta
Monpaekamu 0.01, 1, 2, 3, 4, 5, 6, 7, 7.02 (Tinbku ana HimeuunHn), 7.03 (Tinbkn ana Kopei) Ta 8 Big, 28
motoro 2023 poky; IHcopmauisa ana nauieHTa Ta iH(popMoBaHa 3rofa Ha yyacTb Y HayKOBOMY
pocnipxeHHi, Bepcia 12.0 pna YkpaiHu Big 11 TpaBHA 2023 poky, YKPaiHCbLKOIO Ta POCiliCbKO MOBamMu;
®dopma iH(hopMOBaHOI 3rogM Ha ydyacTb Y HeOOOB’A3KOBOMY pochimkeHHi (3roga Ha y4vacTb Yy
He06O0B’sAI3KOBOMY AOCigKeHHi), Bepcia 1.0 gna YkpaiHu Big 5 uepBHA 2023 poKy, YKPAiHCbKOIO Ta
pocilicbkolo moBamu; [logaTok Ao IHhopmoBaHOI 3rogn ANA NPOAOBXEHHA JliKyBaHHA y4YaCHUKIB
BUNpooyBaHHA (MpoAOBXEHHA PO3WUPEHOI YaCTUHU MiKyBaHHSA), Bepcia 1.0 agna YkpaiHu Big 05
uepBHA 2023 poOKy, YKpaiHCbKOK Ta pocilicbkoo moBamu; IHchopMmauiiiHa KapTka naujieHTa Ans
YKpaiHu, Bepcia 5.0 Big 23 uepBHA 2023 poKy, YKpaiHCbKOK Ta pOCilicbKolo mMoBamu; JOBigHUK 3
KOpUCTYBaHHA npucTtpoem eDiary ans yyacHukiB gocnimkeHHa M14-533 (A-1004-0172)), Bepcia 3 Big,
10 TpaBHA 2023 pOKy, YKPAiHCbLKOIO Ta POCIACbKOIO MOBamu; 3pa3soK MapKyBaHHS LOC/iAKyBaHOro
nikapcbkoro 3aco6y YnagauutuHié (ABT-494) 15 mr a6o 30 wmr, TabneTkn, BKPUTI MN/IiBKOBOIO
06os1oHKO, 100 Ta6neTok, Bepcia Big 06 G6epe3Hsa 2023 poKy, YKPaiHCbKOK MOBOK [0 MPOTOKONY
KMiHIYHOrO BMNpoGyBaHHA «baratoueHTpoBe, TpuBasie MOAOBXeHe gocnimpkeHHs |l dasn 3 oujiHKM
6e3neyHoCTi Ta eqekTMBHOCTI YnagauutuHioy (ABT-494) y nauieHTIB 3 BUPA3KOBUM KOJITOM», KOG,
pocnigpkeHHss M14-533, 3 iHkopnopoBaHuMn AgMiHICTpaTuBHUMM 3miHamu 1, 3, 5, 6, 7, 8 (Tinbkn gna KaHaagn),
9110 Ta MNMonpaskamun 0.01, 1, 2, 3, 4, 5, 6 Ta 7 Big 30 6epe3Hsa 2022 poky; cnoHcop - AbbVie Inc., USA
3anBHuUK - «E66BI BiothapmacstoTikan3 TM6X», LLBeliuapis

17. OHOB/EHNI NPOTOKON K/iHIYHOrO BUNpPoGyBaHHA ABX464-108, ocTtaTtouHa Bepcia 4.0, 6 yepBHA
2023, aHrniiicbkolo MoBoOl; CTUCNWiI BMKNA[ OHOBJ/IEHOTO MPOTOKOJ/Y K/iHIYHOrO BUNPOGYBaHHA
ABX464-108, octaTouHa Bepcia 4.0, 6 uepBHA 2023, yKpalHCbKOIO MOBOIO; Bpollypa gocnigHuka
OGedpasimopn (ABX464), BugaHHa 9.0, 26 ciuHA 2023, aHINiNCbKOKO MOBOLO; IHhopmaliiiHMiA NMNCTOK
nauieHTa Ta doopma 3rogu, Bepcis 4.0 Big 15 yepBHs 2023, yKpaiHCLKOI0 MOBOIO A1 YKpaiHu (ABX464-
108_PIS/ICF - Ukrainian, UA - V4.0 -15-JUN-2023); 3roga Ha nogasblue AOCNIgXKEHHA 3a YMOBU
BariTHocTi, Bepcis 3.0 Big 13 uepBHs 2023, yKpalHCbKOIO MOBOIO AnA YKpaiHu (ABX464-108_Pregnancy
FU ICF - Ukrainian, UA_V3.0_ 13-JUN-2023 (previously “Pregnant Partner ICF”)); [Oocbe
[OCNiopKYBaHOrO JlikapCcbKoro 3acoody ABX464, Bepcia 11.3.1 Big 17 TpaBHA 2023 pOKy, aHrNiliCbKOO
moBoto (INVESTIGATIONAL MEDICINAL PRODUCT DOSSIER (IMPD) - QUALITY_ COMPOUND
ABX464_ EDITION No. 11.3.1 RELEASE DATE 17/05/2023) 0o npOTOKOMY K/IHIYHOrO AO0CAiAKEHHS
«[Mopanblue BigkpuTe AOCAIMKEHHSA a3n 2 ANA OUiHKM  AOBroTpUBasioro npodisito 6e3nevyHocTi Ta
edpekTrBHOCTI Npenapaty ABX464 npu 3acTocyBaHHi y ,03i 25 MI 04VH pa3 Ha feHb NauieHTaMu i3 akKTUBHUM
BMPA3KOBMM KOJIITOM CepefHbOro Ta TAXKOro CTyneHo», ko4 gocnimkeHHs ABX464-108, octatoyHa Bepcis
3.0, 13 nunHa 2022; cnoHcop - ABIVAX, ®paHuis

3aaBHUK - «Ckoyn IHTepHewwHn AlN», HiMmeyunHa

18. JonoBHeHHs (7.1) Ao npoTokony KniHiyHoro gocnimkeHHs I8F-MC-GPGN Big, 22 TpaBHsa 2023 poky,
aHrniiicokoto MoBo1o; IHhopmaunia gnAa nadieHTa gocnimkeHHA Ta dopma IHhopmoBaHOI 3roan Ha
yyacTb Y AO0AATKOBOMY AOCAiIMKEHHI NO AiabeTuUUHiiA peTuHonarii, Bepcia Ne2.0 yKpaiHCbKOI0 MOBOIO
Big 06 nunHAa 2023 poky; IHhopmauis gna nayieHTa gocnimkeHHs Ta dopma IHhopMoBaHOi 3rogu Ha
yyacTb Y A0[aTKOBOMY AOChifKeHHi no AiabeTuuHi petuHonartii, Bepcia Ne2.0 pocilicbkoo MOBO
Big 06 nunHa 2023 poKy [0 MPOTOKONY KIIHIYHOTO AOCNIMKEHHA «[OCNifKEeHHS BNAUBY npenapary
Tip3enaTig B MOPiBHAHHI 3 npenapatom [ynarnyTug Ha PO3BUTOK 3HAYHMX HECMPUSATIUBUX CepLEeBO-
CYZAMHHUX MOAjA y mauieHTiB 3 LykpoBuM giabetom 2 tuny (SURPASS-CVOT)», kog aocnigxeHHs I8F-MC-
GPGN, 3 iHKopnoposaHoto nonpaskoto (d) Big 14 rpyaHa 2021 poky; cnoHcop - Eni flinni eng Komnani, CLUA /
Eli Lilly and Company, USA

3anBHuK - «Eni Nlinni Boctok CA», LLBeliuapis



