Aopatok 1

«Mepenik cyTTEBMX MONpaBoOK A0 MPOTOKONIB K/iHIYHUX BUNPOOGYBaHb, PO3IMIAHYTUX Ha 3acifaHHi
HTP Ne 13 Big 04.04.2024, Ha siKi 6yNv oTpUMaHi NO3UTUBHI BUCHOBKUN €KCNepPTiB.»

1. YkpaiHa, MK-6482-012, IHchopmauis Ta SOKYMEHT Npo iHhopMoBaHy 3roay A/s nayieHTa, sepcia 3.02
Bif 28 nitotoro 2024 p. ykpaiHCbKOl MoBOIo; OHOoBneHa cekuia 2.3.P DRUG PRODUCT QAdocbe A/13
MK-6482, Bepcia 08HPM5 Big 30 ciuHA 2024 p., aHINiINCbKOIO MOBOK; OHOBNEHHSA 3aTBePKEHUNX
BUPOGHUUMX OiNAHOK Ana nakyBaHHA A/13 Bensytudan: Merck Sharp & Dohme LLC, 770 Sumneytown
Pike, West Point, PA, 19486-8000, United States; Fisher Clinical Services GmbH, Steinbuhlweg 69,
Allschwil, 4123, Switzerland; Fisher Clinical Services, 7554 Schantz Road, Allentown, PA, 18106, USA;
Almac Clinical Services Limited, Seagoe Industrial Estate, 9 Charlestown Road, Craigavon, Northern
Ireland, BT63 5PW, United Kingdom; Almac Clinical Services, 25 Fretz Road, Souderton, Pennsylvania,
18964, US; Werthenstein Biopharma GmbH, Industrie Nord 1, Schachen Lu, 6105, Switzerland fo
NPOTOKONY KNIHIYHOTO JocnimkeHHs «BigkpuTe, paHgomizoBaHe pocnimpkeHHA |l dasn ansg  ouiHku
edheKkTMBHOCTI Ta 6e3neyHocTi nemoponisymady (MK-3475) y kombiHauii 3 6ensytucpaHom (MK-6482) ta
nenBatuHioom (MK-7902), a6o MK-1308A y komb6iHauji 3 IeHBaTUHIOOM MOPIBHAHO 3 NemMO6pPosizymaboMm i
NeHBaTUHIOOM B AKOCTI NepLUoi fiHil Tepanii AN yY4acHUKIB 3 PO3MNOBCIOAKEHOK CBIT/IOKMITUHHOK HUPKOBO-
KNITUHHOIO KapLMHOMOL0», Kog, aocnigpkeHHs MK-6482-012, 3 iHkoprnopoBaHoto nonpaskoto 04 Bif 12 BepecHs
2022 poky; cnoHcop - TOB Mepk Wapn eHp Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApPUCTBO 3 0OMEXEHOL0 BiAnoBiganbHICTI0O «MC/, YKpaiHa»

2. OHOB/EHUI NPOTOKOJ KNiHiuHOro Bunpo6yBaHHAa MK-3475-B15 3 iHkopnopoBaHoOIO nonpaskoto 04
Big, 17 nuctonaga 2023 poKy, aHrNIfiCbKOIO MOBOK [0 MPOTOKOAY KAIHIYHOTO  A0CAIgKEHHS
«PaHpgomizoBaHe, Bigkpute pgocnigpkeHHa Il casm gnsa  ouiHky  nepionepauiiHoro  3acTocyBaHHS
eHdopTymMady BeAOTUHY Yy KOMOGiHauii 3 nemoponisyma6om (MK-3475) nopiBHAHO 3 Heoa'toBaHTHOH
Tepanieto reMuMTabiHoM Ta UWUCM/IAaTMHOM Y YYacCHMKIB 3 M'A30BO-iHBA3MBHUM pakoM CEYOBOro Mixypa,
npuaaTHux Ana nikysaHHa uymcnnatuHom (KEYNOTE-B15 / EV-304)», kog pocnigpxeHHsa MK-3475-B15, 3
iHKoprioposaHoto nonpaskoto 03 Big 06 notoro 2023 poky; cnoHcop - TOB Mepk Wapn eHp, Joym, CLUA (Merck
Sharp & Dohme LLC, USA)

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

3. MpoToKon KNiHiYHOro BUNpPOGyBaHHA 3 iIHKOPNOpPOBaHOIO nonpaBkot 3 Bepcia 4.0, Big 18 XXOBTHsA
2022 p., aHrniicbKoo MoBO10; Bpowypa gocnigHuka, Bepcia 8.0 Big 24 oBTHA 2022 p., aHINiACbKOK
MoBolo; Bpowypa pocnigHuka, Bepcisa 9.0 Big 31 x0BTHA 2023 p., aHrnilicbkolo MoBoOt; Jocbe
pocnigxyBaHoro nikapcbkoro 3aco6y Tpanncon® LUukno™ (rigpokcunponin-p-unknoaekcTpuH),
Bepcis 4.0, ciueHb 2023 p., aHrNilicbKo MOBOI; 3pasku MapKyBaHHSA [OC/ifKYBaHOIO /liKapCbKOro
3aco0y, Bepcia 3.1 Big, 20 noTtoro 2024 p., ykpaiHCbKOI MOBOIO; IHthopmauis ana nauieHTa Ta oopma
iHhopmoBaHoi 3rogu, YkpaiHa, sepcis 3.1 Big 08 rpyaHsa 2022 p., yKpaiHCbKOIO Ta POCiiCbKOI0 MOBaMu;
IHchopmauisa ana 6aTbkiB/3aKOHHMX NpeAcTaBHUKIB Ta popma iHhopmoBaHOI 3roau, YKpaiHa, Bepcis
3.1 Big 08 rpygHsa 2022 p., yKpaiHCbKOIO Ta pocilicbkolo moBamu; IHhopmauis ana 6arbkiB/3aKOHHUX
npepcraBHUKIB Ta hopma iHpopmoOBaHOI 3roau (4oAaTkoBe AOCNiMKEHHS), YKpaiHa, Bepcis 3.1 Big 08
rpygHa 2022 p., yKpaiHCbKOK Ta pociiicbkoo MoBamu; IHcopmauis gna gornsagada ta cgopma
iHcbopMoBaHOiI 3rogu, YKpaiHa, Bepcis 2.1 Big 08 rpyaHs 2022 p., yKpaiHCbKOIO Ta POCiliCbKOO MOBaMu;
dopma 3rogm antuHm (Bik 10-14 pokiB), YKpaiHa, Bepcia 2.1 Big 08 rpygHAa 2022 p, yKpaiHCbKOIO Ta
pociiicbkolo moBamu; dopma 3rogm aAuTuHM (Bik 15-17 pokiB), YKpaiHa, Bepcis 2.1 Big 08 rpyaHs 2022 p,
YKpaiHCbKOK Ta pocilicbkolo moBamu; ®opma SCAFI Bepcis 2.0 Big 15 nunHa 2022 p, aHrniicbKow
MOBOIO 3 YKpalHCbKMM NepeksiagoM OKpeMux YacTuH ansa naudieHta; LLkana Vineland 1l Big 12 TpaBHA
2022 p., ykpaiHCbKolo MoBoto; MnaH BuxigHoro iHTepB’to 3 gornsgadem (Exit Interview) Big 12 6epesHa
2021, aHrniiicbKolo MOBOIO; IcTOpil ANA nepekasy ANA KOTHITUBHOro 3aBAaHHA (Story recall Script),
Bepcia 1 Big 05 rpygHa 2020 p., aHINiNCbKOIO MOBOIO; TEeKCTOBUIA cueHapiii Bigeo ANs HaB4YaHHA
yuacHukiB (Video script), Bepcis 4 Big 15 ntotoro 2021p., aHrnificbkoto moBoto; NnaH MOBIEHHEBOTO
ouiHOBaHHA (Session Script text), Bepcia 1 Big 18 niotoro 2021p., aHrniicbKOK MOBOIO; [loBigKkoBe
KEPIiBHULTBO LOA0 34IICHEHHS NOAOPOXI NMif, Yyac KAiHiYHOro gocnigkeHHs KomnaHii Greenphire gns
0Ci6, Wo NnoaopoXyloTh, Bepcia 4.0 Big cepnHA 2021 p., yKpaiHCbKOIO MOBOIO; KapTKa 3 KOHTAaKTHUMMU
AaHuMU Ansa opraHisauii nogopoxi komnaxii Greenphire, Bepcis 3.0 Big cepnHa 2021 p., yKpaiHCbKOIO
MOBOI0; 3MiHa BignoBigaNbHOro AOoCNigHUKA Ta HA3BU MiCLIA NPOBeAEHHA KMiHIYHOro BUNPOGyBaHHA
[0 NPOTOKOMY KNIHIYHOrO AocnigxeHHs «[loggiiHe chine, paHAoMi3oBaHe, naueb0-KOHTPObOBaHe,
GaraToLeHTpoBe AOChifpKeHHA 3 dhasun, Lo NPOBOAUTLCH Yy NapasieNibHUX rpynax Ans OuiHKM 6e3neyHoCTi,
nepeHocMMocTi Ta edieKTMBHOCTI nikapcbkoro 3acoby Tpanncon® Lukno™ (rigpokcunponin-f3-
UMKIOAEKCTPUH) Y A03i 2000 Mr/kr Macu Tina y noefHaHHi 3i cTaH4apTHO Tepanieto NopiBHAHO 3 nnaue6bo y
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NnoeAHaHHi 3i CTaHAAPTHOI Tepanieto y nauieHTiB 3 XBopobot HimaHa-Mika Tun Clx», kog gocnigxeHHsa CTD-
TCNPC-301, 3 iHKopnopoBaHoto nonpaskoto 2, Bepcia 3.0 Big 26 kBiTHA 2021; cnoHcop - Linkno TepanbloTuks,
IHK. (Cyclo Therapeutics, Inc.), United States

3asBHIK - TOB «BOP/IABAINL K/IHIKA TPAINC YKP»

BYNO CTAJO
K.M.H. Miukyp H.O. 3aBigyBau LeHTpy CamoHeHKo H.B.
HauioHanbHa pAauTAda  creuianisoBaHa nikapHa | HauioHanbHa AguTtAda  cneuianizoBaHa  JlikapHsA
«OXMATONT» MO3 Ykpainu, LieHTp opdaHHux | <OXMATONT» MO3 Ykpainu, LieHTp opdraHHuX
3axBOplOBaHb, M. K1iB 3axBOpOBaHb Ta reHHoI Tepanii, M. KuiB

4. OHOBNEHWIA NPOTOKOJT KNiHIYHOrO AOChNiMKeHHsA, Bepcia 3 nonpaBkoiw 5.0 Big 22 rpygHA
2023 poKy aHrniicbKow MOBOW; Bpowypa pocnigHuka p[oOCnigKyBaHOrO niKapCbKOro 3acoo6y
Tucnenisyma6blTislelizumab (BGB-A317), Bepcia 11.0 Big 17 ciuHa 2024 poKy aHrniicbKolo MOBOIO;
IHpopmauiiiHuiA NnMcToK nauieHTa Ta ¢opma iHchopmoBaHOI 3roam, Bepcia 6.0 ana YkpaiHu Big
01 niotoro 2024 poKy yKpaiHCbKOK Ta pocilicbkoo MoBamu; Scout Clinical, O6cnyroByBaHHA
nauieHTiB — efIeKTPOHHE JINCTYBaHHSA, Bepcia 2.0 Big 25 ciuHA 2024 poKy YKpaiHCbKOI MOBOH; Scout
Clinical, Mocnyru gna nauieHTis. EnekTpoHHi nuctu, Bepcis 2.0 Big 19 ntotoro 2024 poKy pociiicbKor
MOBOIO [0 MPOTOKONY K/IIHIYHOrO [OCNiMKEHHS «PaHgomisoBaHe noggiiiHe criine pocnigkeHHs dasn 3
ouunepnimady, aHtutina go TIGIT, y noegHaHHi 3 TUcNenisymaGom MNOpiBHAHO 3 nNem6ponisymaéom y
nauieHTiB i3 paHile HesikoBaHMM, MICLLEBOMOLIMPEHM, HeonepabensHnM abo MeTacTaTUyHUM
HeApPIGHOKNITMHHUM pakoM JiereHb i3 BubpaHum ctaTycom ekcnpecii PD-L1», kog gocnigkeHHs BGB-A317-
A1217-302, Bepcis 3 nonpaskoto 4.0 Big 08 TpaBHs 2023 poKy; cnoHcop - BeiGene, Ltd. c/o BeiGene USA, Inc.,
CLIA

3aaBHnK - TOBAPWCTBO 3 OBMEXEHOI BIAMNOBIJANBHICTIO «®PAPMACBIOTIKAN PICEPY
ACCOYLUVENTC YKPAIHA» (TOB «®PA YKPATHA»)

5. MoaoBXeHHA TPUBANOCTI KNiHIYHOro BUNPOOYyBaHHS B YKpaiHi A0 31 cepnHs 2024 poKy A0 NpOTOKOy
KMiHIYHOrO pJocnigpkeHHa «®asa 3, paHAOMi30BaHe KOHTPO/IbOBaHE BigKpWUTE [OCNIMKEHHS Benkeiigy
(6opTe3omi6), mencpanaHy Ta npeaHisoHy (BMIM) y nopiBHAHHI 3 gapatyMmymao6om y Kom6iHauii 3 BMI (-
BMIM) y paHille HeslikoBaHWX NaLiEHTIB 3 MHOXWUHHOKO MIEIOMOI0, SIKUM He MoKa3aHa BUCOKOA030Ba Teparis»,
koA pgocnigpkeHHs 54767414MMY3007, 3 iHkopriopoBaHoto nonpaskoto 8 Bif 02 yepBHA 2021 poky; CnoHcop -
«HAHcceH-Cinar [HTepHewHn H.B.», benbris

3aasHuK - TOB «[MAPEKCE/ YkpaiHa»

6. OHoBneHa Bpowypa gocnigHuka IgPro20, ImyHornooynin nogmin G (human immunoglobulin G) /
XizeHTpa (Hizentra®) / IgPro20, Bepcis 14.0 Big 15 ciuHa 2024, aHrNiACbKOIO MOBOI [0 MPOTOKONY
KMIHIYHOTO BUNPOOYBaHHA «JOCNiIXEHHSA 3 OLiHKM eheKTUBHOCTI, 6e3neyHocTi Ta hapMakoKiHETUKN Npu
3acTocyBaHHi npenapaty IgPro20 (imyHorno6yniHy Ana niglwkipHoro BBefeHHs, XiseHTpa®) y [opoc/inx
nauieHTiB i3 gepmartomiosutom (AM) - pocnimkeHHsa RECLAIIM», kog gocnigpkeHHs IgPro20_3007, nonpaska
4 Bip, 20 x0BTHA 2022 p.; cnoHcop - CSL Behring LLC, USA / CiEcEn bepiHr EnEnCi, CLWA

3aaBHuK - TOB «ApngaHceq KniHikan», YkpaiHa

7. 3MiHa Ha3B MicLb NPOBeAEHHA BUNPOOYBaHHA A0 MPOTOKO/Y KANiHIMHOrO BUNPO6YBaHHA «OCAimKEHHS
3 ouiHkn npenapaty Ivetenbctat (GRN163L) y fikyBaHHI 3anexHuX Bif TpaHcdy3ii nauieHTiB 3
MienoaucnnactTuyHum cuHgpomom (MAC) 3 «HU3bKMM» ab0 «NPOMDKHUM-1» CTyneHeM pU3UKy 3a LLKasiok
IPSS, 3 nporpecyBaHHAM abo BiACYTHICTIO BiAnoBidi Ha Tepanito epuTponoe3-CTUMY/IIIYMMU areHTamm
(ECA)», kop, pocnigpkeHHs 63935937MDS3001, 3 nonpaskoto 8 Big 30 nuctonaga 2022 poky; cnoHcop - F'epoH
KopnopeliwH, CLUA / Geron Corporation, USA

3asBHuK - TOB «MAPEKCEJ YkpaiHa»

BYNO CTANO

nikap Horaesa J1.1. nikap Horaesa J1.1.

KomyHanbHe HekomepuiiiHe nignpuemcTeo | KomyHasibHe  HekomepuiiiHe  nignpueMcTBO
«YepKacbkuii o6nacHwuii OHKONOTIYHUIA | «KNiHIYHNA LEeHTP OHKONOril, remaronorii,
pucnaHcep Yepkacbkoi 06nMacHOi  paauw», | TPAHCMJIAHTOMOrT Ta ManiaTUBHOI AonomMoru
O6nacHuii NiKyBaJIbHO-AiarHoCTUYHMII | YepkacbKoi o6nacHoi pagu», Bigain remaronorii
remaToJsioriYyHMn LeHTp, M. Yepkacu Ta TPaHcnaHTauii KIiCTKOBOro Mo3Ky, M. Yepkacu
3aB. UeHTpoM YceHko IM.B. 3aB. Bif. YceHko I'.B.




KomyHanbHe HekomepuiliHe nignpnemMcTBo «Micbka | KoMyHaslbHe HekomepujiliHe nignpneMcTBo «Micbka
KniHiYHa nikapHa Ned» [OHINPOBCHKOI MICbKOT paau, | kiiHiYHa nikapHa Ned» [HINPOBCLKOI MiCbKOT paau,
MiCbKWIA remaTos1oriYHuii ueHTp, M. [Hinpo remarosioriyHe BigaineHHa, M. [IHiNpo

8. 3miHa HasBuM Micus nMpoBeAeHHs1 BUMPOOGYBaHHA [0 MNPOTOKO/Y KAIHIYHOTO  AOCNigKEHHA
«baraToueHTpoBe, BigKpuUTe, [OBroTpMBasie MOAOBXEHE [AOCMIMKEHHA [N OLiHKM 6e3neyHocTi Ta
e(PeKTMBHOCTI 3acTOCyBaHHA (PiNroTiHiGY B NaLiEHTIB i3 peBMaToigHNM apTPUTOM», KoL, AOCNIIKEHHA GS-
US-417-0304, nonpaska 8 Bif 30 yepsHa 2023 poky; cnoHcop - Galapagos NV, Benebris

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

BYNO CTANIO
O.M.H., npod. XimioH /1.B. O.M.H., npod. XimioH /1.B.
KomyHanbHuit 3aknag KniBcbkoi o6n1acHoi pagy | KomyHasibHe  HeKomepuiiiHe  nignpuemcTBO
«KniBcbka  oGnlacHa  KniHiYHa  nikapHA», | KWIBCbKOiI 06nacHol paau «KuiBcbka oGnacHa
By3bKocneLjanizoBaHe TepaneBTUYHE | K/iHIYHA niKapHa», KNiHIYHWIA LleHTp
BiggineHHs, M. Kuis TepaneBTUYHOro npodinto, M. Kuis

9. 3MiHa Micusi npoBefieHHA KJiHIYHOro BUMPOOYBaHHA [0 NPOTOKO/Y KAIHIYHOTO AOCNiAKEHHA
«baraToueHTpoBe, paHAOMi30BaHe, NoAgiiHe cnine, nnauebo-KOHTPOIboBaHe JochimpkeHHs dasm b gna
OUiHKN edheKTUBHOCTI Ta 6es3nedyHocTti npenapaty Okpenisymad y [OpOCNUX MalieHTIB 3 NepBUHHO-
NPOrpecytymMmMm po3CitHUM CK1epo30M», Kof pocnimkeHHs WA40404, sepcia 5 Big 13 xoBTHA 2022 p.;
cnoHcop - ®. XohdmanH-/1s Pow JITg, Weeliyapia (F. Hoffmann-La Roche Ltd, Switzerland)

3asBHNK - TOBAPUCTBO 3 OBMEXXEHOIO BIAMNOBIAANBHICTIO «MiMifi KOKPEWH», YkpaiHa

BYNO CTAJO
nikap KocTttoueHko A.B. nikap KocTtoueHko A.B.
MeguuHuii ueHTp TOB «Xenc KniHik», Megnunnii | TOB «MeguuHnii ueHTp Xenc KniHik», Meanuxuii
KNiHIYHWIA [OCAIOHULBKUIA LEHTP, BigAiN 3aranbHOi | KAiHIYHWIA [OCNIOHNLBKINIA LEeHTp, Bigain
Tepanii, M. BiHHUUA HeBponorii, M. BiHHWLSA

10. BAY 1841788 /20321 | KapTka nauieHTa AN 3B’s13Ky B €KCTPEHUX cUTyauisax, Bepcisa 3.0 ansa YkpaiHu
Bif 27 notoro 2024 p. yKpaiHCbKOI Ta pocilicbkoro moBamu; 3miHa BignosiganbHoro gocnigHuka B
Micli npoBefEeHHA KMIHIYHOro BUMPOOGYBaHHA [0 NPOTOKO/Y KIIHIYHOTO JocnimpkeHHa «Bigkpute,
o4HOrpynoBe, AoAaTKoBe [OOCAIMKEHHS ANA 3abe3neyeHHs NPOAOBXEHHS JiKyBaHHSA paponytaMigom
navieHTiB, sKi 6y/1M BK/IOYEHI Y MonepegHi AOCAiMKEHHA KOMMaHii baiep», kog gocnigpxkeHHs BAY 1841788/
20321, Bepcis 2.0 3 iHTerpoBaHoto nonpaskoto 1 Big 07 )oBTHs 2022 p.; cnoHcop - baiep KoHcbiomep Kep AT,
LBeiiuapis

3anBHuK - TOB «baliep», YkpaiHa

BYNO CTAJIO
A.M.H. F'puropeHko B.M. K.M.H. KoctoxHo M.O.
[epxaBHa ycTaHoBa «IHCTUTYT Yyponorii imeHi | [lepaBHa ycTaHOBa «IHCTUTYT YpPONOrii iMeHi
akagemika O.®. BosiaHoBa HauioHasbHOI akagemii | akagemika O.®. BosiaHoBa HauioHasibHOI akagemil
MeOUYHUX HayK YKpaiHu», Bia4in BiGHOBHOI yponorii | MeguyHnx Hayk YkpaiHu», Biagin BigHOBHOI yponorii
Ta HOBITHIX TEXHOOrIN, M. K1iB Ta HOBITHIX TEXHOOTIN, M. K1iB

11. 3miHa MmicuA npoBeAeHHA KiHIYHOro BUMPOOGYBaHHA [0 MPOTOKO/Y K/IIHIYHOTO AOCHIAKEHHS
«BbaraToueHTpoBe, paHAOMi30BaHe, NoAgiliHe criine, nnauebo-kOHTPoNboBaHe Aoc/impkeHHs hasm llib ans
OUiHKM ed)eKTMBHOCTI Ta 6e3nedyHocTi npenapaty OKpenisymaé y [JOpPOCAUX MauiEHTIB 3 MEPBMHHO-
NPOrpecytymMM po3CiTHUM CK1epo30M», Kof pocnimpkeHHs WA40404, sepcia 5 Big 13 xoBTHA 2022 p.;
crnoHcop - ®. XothdmaHH-/1s Pow /114, Weeiyapisa (F. Hoffmann-La Roche Ltd, Switzerland)

3asBHIK - TOBAPUCTBO 3 OBMEXXEHOIO BIAMNOBIAANBHICTIO «MiMifi KOKPEWH», YkpaiHa

BYNO CTAO
O.M.H., npod. Kanbbyc O.I. O.M.H., npod. Kanbbyc O.I.
BigokpemneHn CTPYKTYpPHUA nigpospain | BigokpemneHnii CTPYKTYPHUIA nigposain
«YHiBepcuteTcbKa  KniHika»  [HINPOBCBLKOro | «YHiBepcUTeTCbKa nikapHa» [HINPOBCbKOro




AepXXaBHOro MeAUYHOro yHiBepcuTeTty, | AepXaBHOro MeAU4YHOro yHiBepcutety,
BigAiNeHHs HeBponorii, JHINPOBCLKNIA AepXaBHWIA | BiggieHHA HeBPOIOril, [HINPOBCLKMIA AepXaBHWUIA
MeaWYHUIA  yHiBepcuTeT, Kadiegpa HeBpOorii, | MeauyHuii  yHiBepcuteT, kadpegpa  HeBposorii,
M. [Hinpo M. [JHinpo

12. 3miHa Ha3BM MicuA NpoBeAeHHS BUNPOOYBaHHA [0 MPOTOKOMY KNiHIYHOro JocnimkeHHA «Bigkpute
pocnipkeHHs dasm 3b gna ouiHkM LOBroCTPOKOBOI 6E3MeYHOCTI Ta eqeKTMBHOCTI Beposisymady o
NigWKIPHOrO BBEAEHHS Y MauieHTIB 3 BMPA3KOBMM KOJIITOM Ta XBOPO6OK KpoHa», KoA [OCNiLKEHHS
MLN0002SC-3030, iHkopnopoBaHuii nonpaskoto 10 Big 20 oBTHA 2020 poky; cnoHcop - «Takega
JesenonmveHT CeHTtep HOpon Jita.» (Takeda Development Centre Europe Ltd.), CnonyyeHe KoponiBCcTBO
3asBHYK - MignpremcTBo 3 100% iHo3eMHoto iHBecTULjelo «ANK'HOBIA PAC YkpaiHa»

BYNO

CTAJO

O.M.H., npody. BaosnueHko B.I.

KomyHanbHa micbKa KhiHiuHa nikapHsa WBUAKOT
MeAuNYHOI pgonomoru, 1 TepaneBTUYHe
BigAineHHs, /IbBIBCbKMI HaUiOHANbHUIA MeaNYHWIA
yHiBepcuteT iMeHi JaHuna lanuupkoro, Kadgpegpa
Tepanii Nel Ta MeAUYHOI  AiarHOCTUKU
thakynbTeTy NicNAAMNAOMHOI OCBITU, M. J/IbBIB

O.M.H., npod. BaosnueHko B.I.

BigokpemneHunii nigpos3gin «JlikapHa CBATOro
MaHTeneiimoHa» KOMYHa/IbHOro
HeKkoMepLuiiHoro nignpuemcTBa «/lbBiBCbke
TeputTopiasibHe MeanyHe 06 eAHaHHA
«bararonpodinbHa KNiHiyHa nikapHsA
iHTEHCMBHUX MeTOoAIB NiKyBaHHA Ta LWBUAKOI

Me[MNYHOIT fonomoru», LieHTp Tepanii, J/IbBiBCbKUiA

HaUiOHaUTbHWIA ~ MEAMYHWIA  YHIBEPCUTET  IMEHi
Jannna Tanuubkoro, Kadpegpa Tepanii  Nel,
MeAWYHOI  AiarHOCTMKM Ta remMartonorii i

TpaHcdysionorii akynbtTety nicnagunioMHor
0OCBITU, M. J/1bBIB

13. Bpouwypa gocnigHuka gnsa peHeopyTUHiIoy (RO7010939, Fenebrutinib ), Bepcisa 13 Big ntotoro 2024
p. A0 NPOTOKOMIB KAIHIYHMX AocnimpkeHb: «BATATOLEEHTPOBE PAHAOMI3OBAHE MOABIVIHE CIME
JOCNIIKEHHA ®A3U Il Y TTAPANENBHUX TPYTMNAX 3 I'IOLI,BII7IHI/IM KOHTPOJIEM MAALUEBO ONA
OUIHKN E®EKTUBHOCTI TA BE3MNEYHOCTI ®PEHEBPYTUHIBY NMOPIBHAHO 3 OKPENI3YMABOM Y
OJOPOCNNX NMAUIEHTIB 3 TMEPBUHHWM T[MPOIMPECYHOUMM PO3CIAHUM CKNEPO30OM», Kkopf
pocnipkeHHs GN41791, Bepcia 6 Big 08 nwotoro 2023 p.; «BATATOLUEHTPOBE PAHOOMI3OBAHE
MOABIVMHE CAIME AOCAIIKEHHSA ®A3M 11l Y NAPANENBbHUX FPYNAX 3 NOABIVHVM KOHTPONEM
MNALEBO ANA OUIHKM E®PEKTUBHOCTI TA BE3MNEYHOCTI ®EHEBPYTUHIBY [MOPIBHAHO 3
TEPU®/TYHOMIAOM Y JOPOCNX MNALUIEHTIB 3 PELNAVBYOYNM PO3CIAHNM CKIEPO30M», koa
pocnipkeHHss GN41851, Bepcis 6 Big 08 ntotoro 2023 p.; cnoHcop - ®. XoddpmanH-/1a Poww Jta, LWBeliuapisa
3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiANOBIAa/IbHICTIO «Pow YKpaiHa»

14. Bpouwypa pocnigHuka Vibostolimab MK-7684/MK-7684A, BugaHHsa 12 Big, 31 ciuHa 2024 poky,
aHrniicbKo MOBOLO; YKpaiHa, MK-7684A-003, IHdhopMauis Ta JOKYMEHT Npo iHhopMoBaHy 3rogy Ans
nauieHTa, Bepcia 1.03 Big 06 Gepe3Hsa 2024 p. yKpPaiHCbKOIO MOBOK [0 MNPOTOKOAY KNiHIYHOIO
JocnipkeHHs «baraToueHTpoBe, paHAOMi30BaHe, NoagiliHe cnine gocnigkeHHs Il dpasu kombGiHauii MK-7684
3 nem6ponizymaéom (MK-7684A) nopiBHAHO 3 MOHOTepaniew nemobposnizymabom B SKOCTI NepLloi iHiT
Tepanii gna ydacHukieB 3 PD-L1-nOo3WTUBHUM MeTacTaTMydHUM HeApiOHOKNITMHHUM pakoM JfIEreHiB»
(KEYVIBE-003), kog pocnigpxkeHHs MK-7684A-003, 3 iHkopnopoBaHoto nonpaskoto 04 Big 08 nuctonaga 2022
poKy; cnoHcop - TOB Mepk LWapn eHa Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnNoBigasbHICTI0O «MC/[, YKpaiHa»

15. Kaptka nauieHta «lHhopMaLliss CTOCOBHO AoChimKeHHA», Bepcia 1 Big 27 rpyaHa 2023 poky,
YKpPaiHCbKOIO Ta pOCI/iCbKOKO MOBaMW [0 MPOTOKO/lY KAIHIYHOTO BWUNPOOGYBaHHA  «[OC/ifKEeHHS
«PROSPER»: MixHapoaHe, paHAoMi30BaHe, NoABiliHe cnine, niaue60-KOHTPOboBaHe A0CAIMKEHHS (ha3mn 3
0N OuiHKM edpekTMBHOCTI Ta 6e3neyHocTi eHs3anyTaMify Yy MauieHTiB 3 HemeTacTaTUYHUM KacTpaT-
pPe3nCTEHTHMM pakoMm nepesmixypoBoi 3a103ux», kog, gocnipkeHHs MDV3100-14 (C3431005), sepcis 5 Big 26
ciyHs 2018 pokKy 3 IHKOPMOPOBAaHOK MONPaBKOK 4; CNoHCcop - «MegiBeiiwH, [Hk.» (Medivation, Inc.), AouipHS
KOMMaHisi, Lo nepebyBae y NOBHil BnacHOCTi komnaHii «Mdpaiisep IHk.» (Pfizer Inc.), CLUA (Medivation, Inc., a
wholly owned subsidiary of Pfizer, Inc., USA)

3asBHYK - MignpremcTBo 3 100% iHo3eMHoto iHBecTULjel0 «ANK'HOBIA PAC YkpaiHa»



16. 3miHa Ha3BM Micus NpoBeAeHHs KNiHIYHOro BUNPOGYBaHHA [0 NPOTOKO/Y KNiHIYHOIO AOCNigKEHHSA
«Bigkpute, paHAoMi30BaHe, MOPiBHIOBaJIbHE, GaratoueHTpoBe KNiHiYHe [ocnigpkeHHA a3 3 OUiHKK
edpekTBHOCTI Ta 6e3nekn CaBoniTiHIGY B MOpPiBHAHHI 3 CyHITiHIGOM Yy nauieHTiB 3 MET-N03UTUBHOIO,
HeonepabenbHOW Ta  JIOKa/IbHO-MOLMPEHO, abo MeTacTaTUYHOK ManiIipHO  HUPKOBO-KNITUHHO
kapuuHomoto (NHKP)», kog pocnigxeHHs D5082C00003, sepcia 6.0 Big 19 rpyaHsa 2018 poky; CrnoHcop -
AstraZeneca AB, Sweden

3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

BYJ1IO

CTAJIO

A.M.H., npodp. Ctyck B.IM.
KomyHanbHe nignpuemMcTBo
obnacHa KniHiyHa nikapHs iM. |. . MeuHunkoBa»
[HinponeTpoBCbkOl 06nacHOl paan, BiggiNeHHA
yponorii  Ne2  (oHkonoriyHe),  [HiNpoBCbKuii
JepXaBHUI  MeauMdHUIA  yHiBepcuTeT, Kadpeppa
yponorii, M. IHinpo

«[JHiNponeTpoBChka

O.M.H., npod. Ctyck B.IM.

KomyHasnibHe  nignpuemcTBo  «[HINponeTpoBchbka
obnacHa KniHiYHa nikapHa im. |. |. MeuHukoBa»
[HinponeTpoBCbKOi 06M1acHOI pagw, BigAiNEeHHs
yponorii  Ne2  (oHkonoriyHe),  [HINPOBCbKUIA
JepXaBHUI  MeanMdHWA  yHiBepcuTeT, Kadpegpa
xipyprii Nel Ta yponorii, M. [IHinpo

17. 36inbLUEHHSA 3an/1aHOBaHOI KiNbKOCTi AOCNIAKYBaHUX AN BK/IIOUEHHS Y BUNPOOYBaHHS B YKpaiHi 3
600 po 800 oci6G A0 NPOTOKO/Y K/IHIYHOTO AOCNIMKEHHS «52-TMXKHEBE, paHAOMi30BaHe, MOoABiiHe criine,
nnaue6o KOHTPONbOBaHEe AOCNIMKEHHS Yy NapasiesibHUX rpynax 3 MeTOH OLiHKN ehekTUBHOCTI Ta 6e3neYHoCTi
ABox o3 npenapaty CHF6001 y dhopmi CyxOoro nopoLuKky A5 iHransauii, Wwo o4alTbea A0 MiATPUMYHOYOT
NOTPINHOI Tepanii y NauieHTiB i3 XPOHIYHUM OOGCTPYKTMBHMM 3axXBOPHOBaHHAM fnereHb (XO3/1) Ta XPOHiYHUM
GpoHXiTOM», koA pocnimkeHHss CLI-06001AA1-04, sepcis 5.0 Big 03 6epe3Hsa 2023 poky; cnoHcop - «K'esi
dapmaunesTivi C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis

3asBHYK - TOB «®OPTPIA AEBENOMMEHT YKPAIHA»

18. 36inbLUEHHA 3an/1aHOBAaHOI Ki/IbKOCTi AoCAiAKyBaHUX A1A BK/TFOUEHHA Y BUNPOGYBaHHA B YKpaiHi 3
400 po 550 oci6 A0 MpPOTOKOY KAIHIYHOTO AoChimpKeHHA «52-TWXHEBe, paHAOoMi30BaHe, NoABiiiHe chine, 3
NoABIHUM MacKyBaHHSIM, 3 KOHTpOsiemM niauebo Ta akTUBHWM KOHTposieM AochigxeHHs (Podiyminact,
[Janipecn® 500 MKr), WO NpoBOAUTLCSA B Napasie/ibHUX rpynax 3 MeTo OLiHK/ eddeKTUBHOCTI Ta 6e3neYHOCTi
ABox o3 npenapaty CHF6001 y dhopmi Cyxoro nopoLuKy A5 iHransauii, Wwo o4arTbea A0 MiATPUMYHYOT
NOTPINHOI Tepanii y NayieHTIB i3 XPOHIYHUM OBCTPYKTUBHUM 3axBOPIOBaHHAM siereHb (XO3/1) Ta XpOoHiYHUM
GpoHxiTOM», koA pocnimkeHHst CLI-06001AA1-05, Bepcis 5.0 Big 03 6epe3Hsa 2023 poky; cnoHcop - «K'esi
dapmauesTivi C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis

3asBHUK - TOB «®OPTPIA AEBE/IONMMEHT YKPAIHA»

19. Bpowypa gocnigHuka Bepcii 9.0 Big 13 6epe3HA 2024 poKy (aHrNilicbKo MOBOLO) A0 MPOTOKONY
KIiHIYHOTO JocnimxeHHs «PaHgomizoBaHe, noAgiliHe chnine, nnaueb0-kOHTPOsIbOBaHe, GaraToueHTpoBe
pocnimpkeHHs hasm 2 g1 ouiHkm Bnvey npenapaty IMU-838 Ha akTUBHICTb 3aXBOPHOBAHHS, ika BUMIPHOETLCSA
3a pesy/ibTaTamMu MarHiTHO-pe3oHaHcHOoT ToMorpadii (MPT), a TakoX 6e3neyHicTb | NepeHOCUMICTb Y NalieHTIB
3 peuuamByUYUM-PEMITYIOUNM po3cisHUM cknepo3oM (PPPC) (EMPhASIS)», koa nocnimpkeHHs P2-IMU-838-
MS, Bepcis 4.1 Big 23 rpygHs 2022 poKy; CnOHCop - «IMMyHiK Al», HimeuyumHa / Immunic AG, Germany
3anBHMK - TOBApMCTBO 3 06MEXEHO BignoBigasibHICTIO «BEPYM KJTIHIKAT PICEPY», YkpaiHa

20. OHOBJ/IEHMI NPOTOKOJ KiiHiYHOro BMnpoGyBaHHA EFC16034, 3 nonpaBkoto 11, Bepcia 1, Bipg
20 rpyaHa 2023 poky; Bpouwypa gocnigHuka gna AocnigKyBaHOro nikapcbkoro 3acooy SAR442168
(tolebrutinib), BupgaHHa 13 Big 18 rpyaHa 2023 poky; OHoBneHi po3ginu focbe pocnigkyBaHOro
nikapcbkoro 3aco6y: IMPD - Quality Data Reviewer Guide, Tolebrutinib - tablet, film-coated, Dosage
strength: 60 mg, Big nucronaga 2023 poky; IMPD - Quality Data — Drug Substance, Tolebrutinib, Big,
nuctonaga 2023 poky; IMPD - Quality Data — Drug Product, Tolebrutinib - tablet, film-coated, Dosage
strength: 60 mg, Big nucronaga 2023 poky; IMPD - Quality Data —-Placebo, Placebo for tolebrutinib film-
coated tablets, Big nuctonaga 2023 poky; IMPD - Quality Data -Non-Modified Medicinal Product,
Teriflunomide, tablet, Dosage strength: 14 mg, Big nucrtonaga 2023 poky; IMPD - Quality Data -
Placebo, Placebo for teriflunomide film-coated tablets, Big nuctonaga 2023 poky; 3mMmiHa Ha3BU
BUPOGHMKA AO0CNIMKYBAHOIo JliKapCbKoro 3acoGy TepwudnyHomig, TaGneTku, BKPUTI 0OOJIOHKOLO,
14 wmr, tTa nnaye6o Ao TepudnyHomig, TadéneTkn, BKpuUTi 06onoHkoto, 3 SANOFI WINTHROP
INDUSTRIE, France Ha Opella Healthcare International SAS, France; MogoBXeHHsA TpuUBaOCTI
KNiHIYHOro BUNPOGYBaHHA B YKpaiHi Ao 31 nunHA 2024 poKy A0 NPOTOKONY KMIHIYHOTO AO0C/iIAKEHHS
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«PaHpomizoBaHe, noggiiHe cnine pocnimpkeHHsa 3 dasn NS BUBYEHHS eeKTUBHOCTI Ta 6e3neyHoCTi
npenapaty SAR442168 y nopiBHAHHI 3 TepudnyHomigom (OGamKio®) B yyacHUKIB 3 peLuanByHOUUMU
dhopmamun poscisHoro ckneposy (GEMINI 2)», kop pocnigxeHHs EFC16034, 3 nonpaskoto 10 Big

17 nuctonaga 2023 poky; cnoHcop - Genzyme Corporation, USA ([)xeH3alim KopnopeiwH, CLUA)
3asaBHUK - TOB «MAPEKCE/ YkpaiHa»



