Jopartok 1

«lMepenik cyTTEBUX NONpPaBOK A0 NPOTOKONIB KNiHIYHMX BUNPOOYBaHb, PO3rAAHYTUX Ha 3acigaHHi HTP
Ne 02 Big 16.01.25, Ha AiKi 6ynn OTPUMaHi NO3UTUBHI BUCHOBKU eKcnepTiB.»

1. OHOBNEHUIA NPOTOKON KNiHiYUHOro BMNpoGyBaHHa MK-1026-008, 3 iHKkoprnopoBaHOO nonpaBKolo 02
BiA 20 BepecHs 2024 poKy, aHINilicbKoo MOBOIO; YKpaiHa, MK-1026-008, IHchopmaL,ifi Ta OKYMEHT NPo
iHcbopmoBaHy 3rogy pns nauieHta, Bepcisa 1.00 Big 21 xoBTHA 2024 poOKy, YKPaiHCbKOIO MOBOIO;
36inblUEeHHA 3annaHOBAaHOI KiNbKOCTIi CYG’€KTiB  [OCNiSKEHHA [pANns BK/AOYEHHA Y KAiHiuHe
BUNPOOYyBaHHA B YKpaiHi 3 45 Ao 60 oci6; flogaBaHHA AOCNiAKyBaHOro slikapcbkoro 3acooy MK-1026
(HemTaGpyTUHIO), TaGneTkn, BKPUTI N/NiBKOBOKO 00O0JSIOHKOWO no 45 wmr i 65 mr (FMF2), ansa
nepopasibHOro 3actTocyBaHHA; OHOBeHuii po3ain S.7 STABILITY ta gogaHa yactuHa P. FILM COATED
TABLET (FMF2) pocbe pocnigkKyBaHOro nikapcbkoro zacooy MK-1026 (HemtaGpyTuHiG), Bepcil
08NVPH Big 18 BepecHs 2024 poky, SUMMARY OF CHANGES, Bepcia 08NXF9 Big 19 BepecHs
2024 poky; MK-1026-008_3pa3oKk TEeKCTy MapKyBaHHAA MEepPBUHHOI YMaKOBKU Ao0CAigKyBaHOro
nikapcbkoro 3acooy MK-1026, 45wr, Big 26 nunHA 2024 p., aHrNificbKOKO Ta YKPaiHCbKOK MOBaMWu;
MK-1026-008_3pa30k TEKCTY MapKyBaHHSAl NepPBUHHOI YNaKOBKU A0CiAKYBaHOro NiKapCbKOro 3acooy
MK-1026, 65mr, Big 26 nunHsa 2024 p., aHMMiCbLKOIO Ta YKPAIHCbKOIO MoBaMu; 3aJly4e€HHSA BUPOGHUUMX
QINAHOK [NA BUPOGHULTBA [OC/iMAKYBaHOro Jiikapcbkoro 3acoby MK-1026 (HemTaGpyTuHIo),
TabneTkn, BKPUTI NNiBKOBOKO 060J/10HKOM, 45 mr Ta 65 mr: Hovione Farmaciencia S.A., Quinta Sao
Pedro, Sete Casas, Loures, 2674-506, Portugal; Patheon France, 40 Boulevard De Champaret, Bourgoin
Jallieu, 38300, France; Merck Sharp & Dohme LLC, 770 Sumneytown Pike, West Point, PA 19486, USA;
Merck Sharp & Dohme LLC, 126 E Lincoln Avenue, Rahway, NJ 07065, USA; Fisher Clinical Services
Inc., 7554 Schantz Road, Allentown, PA 18106, USA; Fisher Clinical Services GmbH, Steinbuhlweg 69,
4123 Alischwil, Switzerland; Fisher Clinical Services UK Limited, Langhurstwood Road, Horsham,
RH12 4QD, United Kingdom; Werthenstein BioPharma GmbH, Industrie Nord 1, 6105 Schachen,
Switzerland; Almac Clinical Services, 25 Fretz Road, Souderton, PA, 18964, USA; Almac Clinical
Services Limited, Seagoe Industrial Estate, 9 Charlestown Road, Craigavon, BT63 5PW, United
Kingdom; Almac Clinical Services (Ireland) Limited, Finnabair Industrial Estate, Dundalk, A91 P9KD,
Ireland; SGS Life Science Services, 616 Heathrow Drive, Lincolnshire, IL 60069, USA; Sharp Clinical
Services, Inc., 2400 Baglyos Circle, Bethlehem, PA 18020, USA [0 NpoTOKO/Y KMAIHIYHOrO AOCNIAKEHHSA
«PaHpomizoBaHe pocnimkeHHs Il da3n ans nopiBHAHHS ePeKkTUBHOCTI Ta 6e3Ne4YHOCTIi HeMTaGpPYTUHIGY B
MOPIBHSAHHI 3 XiMioiMyHOTepanieto Npu paHille HenikoBaHOMY XPOHIYHOMY AiMddoLUTapHOMY Nelikosi/nimdgomi 3
mManux nimgounTie 6e3 abepauiin reHa TP53 (BELLWAVE-008)», kog pocnimpkeHHs MK-1026-008, 3
iHKopriopoBaHoto nonpaskoto 01 Big 16 6epesHs 2023 poky; cnoHcop - TOB Mepk Wapn eHg Ooym, CLUA
(Merck Sharp & Dohme LLC, USA)

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

2. focnipkeHHa MK-1026-008 KapTka npuiiomy npenapaTty Y4YacHUMKOM 3 rpynu AOCAigKyBaHOro
nikyBaHHA HemTaGpyTuHio (MK-1026), Bepcis 2 Big 17 BepecHA 2024 poKy, YKpPaiHCbKOI MOBOIO; 3MiHA
Ha3BU MicLUA TMPOBEAEHHA K/IHIYHOTO BUMPOGYBaHHA [0 MPOTOKO/Y K/IHIYHOMO  AOCHIAKEHHS
«PaHgomizoBaHe gocnigpxkeHHs Il dpasn ons nopiBHAHHA ehekTBHOCTI Ta 6e3NeYyHOCTi HEMTaOpPyTUHIOY B
MOPIBHSHHI 3 XiMioiMyHOTepanieto Npu paHille HenikoBaHOMY XPOHIYHOMY AiMddoLUTapPHOMY Nelikosi/nimdomi 3
Manux nimgounTie 6e3 abepauiin reHa TP53 (BELLWAVE-008)», kog pocnimpkeHHs MK-1026-008, 3
iHKoprnopoBaHoto nonpaskoto 01 Big 16 6epesHs 2023 poky; cnoHcop - TOB Mepk Wapn eHg Ooym, CLUA
(Merck Sharp & Dohme LLC, USA)

3aaBHUK - TOBapUCTBO 3 0OMEXEHOH0 BiAnoBiganbHicTio «MC/L YkpaiHa»
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O.M.H., npodp. Aarinb I.C.

AepxaBHa yctaHoBa «HauioHa/IbHMIA HayKOBWWA
LeHTp pagiayiiiHoi mepuuuHu HauioHanbHOV
akagemil MeguUHUX HayK YKpaiHu», BiaaineHHs
pagiauiiiHoi OHkOremartosiorii Ta TpaHcniaHTau,ii
cToBOYpOBMX  KIITUH  Biggily remartonorii - 1a
TpaHcnIaHToNorii IHCTUTYTY KNIHIYHOT pagionorii Ha
6asi BigAiNeHHs pagiauiiHoi remartosorii  KiHIKK
AepxaBHoi ycTaHOBU «HauioHanbHWiT HayKoBWUii
LeHTp pagiauiiiHoi meguuuHu HauioHanbHOV
aKkagemii MeguUHUX HayK YKpaiHu», M. Kuis

O.M.H., npodp. Asrinb I.C.

AepxaBHa yctaHoBa «HauioHafibHUII HayKOBWIA
LeHTP pagiauiiiHoi MeguuuHW, remartosorii Ta
oHKonoril HauioHanbHOI akagemii MepgUYHUX
HayK YKpaiHu», BiAOiINEHHS pagjiaujiiiHol
OHKOremartosiorii Ta TpaHcnnaHTauii CToBOYpPOBMX
KNiTUH BIAAiNy remarosiorii Ta TpaHCNAaHTosOorii
IHCTUTYTY KNIHIYHOT pajionorii Ha 6a3i BigAifieHHs
pagjauiiHoi  remartonorii  KNiHikn  lep)xaBHOT
ycTaHoBM «HauioHanbHUiA HayKOBUW LIEHTP
pagiauiliHol MeguUVHN, remaTonorii Ta OHKonorit
HauioHanbHOi  akagemii  MeAWYHUX HayK




| | Ykpainu», M. Kuis |

3. Bpowypa pgocnigHuka Bepcia 19.0 Big 25 BepecHA 2024 pokKy [0 NPOTOKOY KAiHIYHOrO AOCAIAKEHHS
«PaHpomizoBaHe, noggiliHe cnine, niauebo-KOHTPONbOBaHe, GaraToLEeHTpoBe AOCMIAKEHHA AN OLiHKM
edpekTMBHOCTI Ta 6e3neyHoCTi BMKOPUCTaHHA LeHoGamMaTy B AKOCTi af'loBaHTHOI Tepanii y nauieHTiB 3
NnepBUHHO-reHepani3oBaHUMN TOHIKO-K/TOHIYHUMM Hanagamms», kog, aocnipxkeHHs YKP3089C025, Monpaska 5
Big 11 >»0BTHA 2024 poky; cnoHcop - CK flaiidy CaiteHc, IHk., CLUA / SK Life Science, Inc., USA

3aasHuk - TOB «tO CI TI-ITNTOBAS», YkpaiHa

4. OHoBneHa 6pollypa gocnigHuka 3 npenapaty Monarysyma6 BegotuH (RO5541077), Bepcisa 16 Big 13
YXOBTHA 2024 poKy [0 NPOTOKO/Y KIIHIYHOro AoCAifpKeHHSA «baraToueHTpoBe, paHAoMi3oBaHe, NoABiNHO
cnine, nnauyeb6o-kOHTPoONbOBaHe AocnimkeHHs I dasn Ans NOpIBHAHHSA edqEKTUBHOCTI Ta 6e3MeyYHOCTI
npenapaTy Monatysymab Be0TVH y KOMOBiHaLil 3 Putykcumabom ta CHP (R-CHP) i Putykcumabom ta CHOP
(R-CHOP) y nauieHTiB i3 Ancy3HOK KPYMHOKTITUHHOK B-KNITMHHOI NiMOMOl0, AKi paHille He oTpumyBasu
NiKyBaHHA», Ko gocnimxkeHHss GO39942, sepcis 7 Big 18 rpyaHa 2020 poky; cnoHcop - ®. XohdomaHH-/159 Pow
Nta., [F. Hoffmann-La Roche Ltd], LUBeiiuapis

3asBHuK - TOB «®OPTPIA AEBE/IONMEHT YKPAIHA»

5. Bpowypa pocnigHuka BJT-778, BugaHHAa 3, Big 29 XoBTHA 2024 poOKy, aHrNiliCbKOlO MOBOIO;
IHbopMauia ana yyacHuka aocnigpxkeHHA /Popma iHpopmoBaHOi 3rogu, OCHOBHE AOCNiMKEHHA —
KoropTta E i KoropTta F, gna Ykpainu, Bepcifa 6.0 Big 04 rpygHAa 2024 poky, Ha ocHoBi Maiictep-Bepcii
IyQl/®I3, OcHoBHe pocnigxeHHs, Koropta E i koropta F, Bepcia 6.0 Big 07 nuctonaga 2024 poky,
aHrNiicbKkol Ta YKpalHCbKO MoBamu; IHchopmauia pna  ydacHuka pocnigkeHHs [dopma
iHcbopmoBaHoOi 3rogu, OcHOBHe pocnipkeHHA — Koropta G, ansa YkpaiHu, Bepcia 3.0 Big 04 rpyaHa
2024 poky, Ha ocHoBi Maiictep-Bepcii IYA/PI3, OcHoBHe pocnigkeHHs, Koropta G, Bepcia 3.0 Big
07 nuctonaga 2024 poKy, aHINifCbKOK Ta YKpPaiHCbKO MoBaMu; [locb€ 3 SIKOCTI AOCAiAKYBaHOro
nikapcbkoro 3aco6y (IMPD) BJT-778, Bepcis 2 Big 20 nuctonaga 2024 p, aHrNiiCbKOO MOBOK [0
MPOTOKONY K/iHIYHOro JocnimpkeHHA «Pa3a 1/2a, paHAomizoBaHe, niaLeb0-KOHTPOIboBaHe AOC/iMKEHHA AN1A
OLiHKN 6Ge3rnekun, nepeHocMMocTi, hapMakokiHETUKM Ta MPOTUBIPYCHOI akTUBHOCTI npenapaty BJT-778 y
3/10p0BUX A06POBOSBLLIB Ta NAUEHTIB i3 XPOHIYHOK iHGIEKLiE Bipycy renatnty B, BKIoUakoun nauieHTIB i3
XPOHIYHOW iHGbeKuie Bipycy renatuty D», koa pocnimpkeHHs BJIT-778-001, sepcisa 4.0, nonpaska 3, Bif
29 nunHa 2024 poky; cnoHcop - brtomxeii TepanbloTike, IHK. [Bluejay Therapeutics, Inc.], CLUA

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

6. OHoBneHwuii MpoTokon kniHiuHOro BMNpoG6yBaHHsa MOGO001, 3 iHKOpnopoBaHOIO NonpaBKok 6 Big,
30 BepecHA 2024; Bpowypa gocnigHuka ana PosaHonikcisymao Big 15 cepnHsa 2024 poky; OHOBNeHe
Aocbe pgocnigxKyBaHOro nikapcbkoro 3acooy Rozanolixizumab Ta nnaue60, BugaHHs rtn-003889 Big
29 XoBTHA 2024 poky, ANA KNiHiYHOro BunpooysBaHHA MOGO001; OHOBNeHi 3pasku MapKyBaHHA
nepBUHHOI Ta BTOPUHHOT YNaKOBKU AOCiAKyBaHOro nikapcbKoro sacoody PosaHonikcisyma6 140 mr/imn
Ta nnaue6o, Bepcia 1.0 Big 25 nunHAa 2024 poKy (YKpaiHCbKOI MOBOIO); Matepianu ana nauieHTiB:
IHhopMauUiliHi IMCTKU ANA NiGWKIPHOr0 CaMOCTINHOTO BBEAEHHS PO3aHOoJiKCisymaty B AOMALLHIX
ymoBax, Bepcis 1 Big ciuHA 2023 poKy, YKpaiHCbKOIO Ta POCiicbKO MoBamu; IHhopmauiiiHi NMCTKN
AN NigwKipHOro caMocTiiHOro BBeA€HHA PO3aHOoJliKcisymaly B goMaluHiX ymoBax (IHchopmauiviHuia
nuctok 1 i3 3), Bepcia 1 Big KBiTHA 2022 poKy, YKPAiHCbLKOI Ta pociiicbKoo moBamMu; IHdhopmaviviHi
JINCTKN ANA NigWKIPHOro CaMOCTIMHOTO BBEeAEHHA pPO3aHOMIKCi3ymady B AOMAaLIHIX YyMoBax
(IHpopmauiiHuii NUCTOK 2 i3 3), Bepcif 1 Bif KBiTHA 2022 poKy, YKPAIHCbLKOKO Ta POCiliCbKO MOBaMu;
IHCTpyKUii i3 3acTocyBaHHA: LUnpuueBuid iHQy3iliHMIA Hacoc, Bepcia 1 Big ciuHA 2023 poky,
YKpPaiHCbKOI Ta POCilicbkolo MmoBamu; IHCTPYKLIT i3 3acTocyBaHHA: BBefeHHsA nikapcbKoro 3aco6y
BPY4YHYy, Bepcisa 1 Big ciuHA 2023 poKy (yKpaiHCbKOlO Ta pocilicbkolo mMoBamu); KapTka ydacHuka
KMiHIYHOTO gocnimxeHHs, Bepcia 2.0 Big 04 XoBTHA 2024 poKy, YKpPaiHCbKOIO Ta POCilfiCbKOI0 MOBaMu;
Bpouwypa MOGO001_Patient Information Brochure_ UKR_UKR/ UKR_RUS_V2_27Mar24 3.5 years_home
health, Bepcisa 2 Big 27 6epe3Hsa 2024 poKy, YKpPailHCbKOIO Ta pociicbkolo moBamu; IHCTpykuia UCB
cosMOG (MOGO001) Patient Portal, Protocol Amendment 5 (19-Jul-2023), Ukrainian, Bepcis 1.0 Big,
16 TpaBHA 2024 poky, [UCB cosMOG (MOGO001) Patient Portal 16-May-2024 Ukrainian v1.0],
YKpaiHCbKOI0 MOBOIO; IHCTpyKuia UCB cosMOG (MOGO001) Patient Portal, Protocol Amendment 5
(19-Jul-2023), Russian v1.0, Bepcia 1.0 Big 17 TpaBHA 2024 poky, [UCB cosMOG (MOGO001) Patient
Portal 17-May-2024 Russian v1.0], pocilicbkoio MOBOL0; Po3apyk 3micty BeGcanTy MOGO001_Study
Website. UKR UKR/UKR RUS_V3_27Mar24, Bepcia 3 Big 27 6epe3Hs 2024 poKy, YKpaiHCbKOK Ta
pocilicbkoto MoBamu; MoBigoOMIEHHA 3 MeTOK iHhopMyBaHHA NPo AochigKeHHA cosMOG [MOGO001

2



cosMOG Study Awareness Messages (V3.0-PA5) 16Feb2024_ UKR Ukrainian/ UKR Russian], Big
16 niotoro 2024 poKy, YKpPaiHCbKOK Ta POCIACbKOIO MOBaMW [0 MPOTOKO/Y KAIHIYHOTO AOC/ifXEeHHS
«PaHgomizoBaHe, noggiliHe cnine, nauebo0-KOHTPO/IbOBaHe, GaraToueHTpoBe AOCAifpKeHHA ¢asn 3 3
NPOAOBXEHUM BiAKPUTUM nNepiogoM JliKyBaHHA /1A OUiHKM eddeKTMBHOCTI Ta 6e3neyHocTi npenapary
po3aHonikcizaymaé y [opocivx 3 MieniH-otirogengpoumTtapHmum raikonpoTeidn (MOG)-IgG-acouiioBaHum
OeMIENIHI3YIOUMM 3aXBOPHOBaHHAM», KoA AocniixeHHs MOGO001, 3 iHKOprnopoBaHOK MnonpaBkow 5 Bif
19 nunHa 2023 poky; cnoHcop - KOCibi biothapma ECApEN, Benbris / UCB Biopharma SRL, Belgium
3aasBHuK - TOB «MAPEKCEJT YkpaiHa»

7. OHOBNEHNiI NPOTOKO/ KAiHIYHOro BunpooyBaHHA ACE-LY-312 (D8227C00001), Bepcisa 8.0 Bipg
07 nuctonaga 2024 poKy [0 NPOTOKO/Y KNiHIYHOTO Aoc/imkeHHs «PaHaomi3oBaHe, MoAgiiHe chnine,
nnauebo-koHTpoboBaHe a3 3  AOCNIMKEHHA aKanaGpyTUHIGY Yy KOMGIHauii 3 pUTyKCMMaGoM,
umknodpochamiioM, [AOKCOPYBILUMHOM, BIHKPUCTMHOM Ta npegHizoHom (Rituximab, Cyclophosphamide,
Doxorubicin, Vincristine, and Prednisone — R-CHOP) y nauieHTiB BiKOM <75 poKiB i3 paHille HeslikoBaHo
ONdy3HOK  B-BENUKOKNITUHHOIO NIMIOMOI0, WO BUHUKIA 3 KNITUH HErepMiHa/IbHOro LEHTPY», KO,
pocnigpkeHHa ACE-LY-312 (D8227C00001), sepcis 7.0 Big 29 TpasHA 2024 poky; cnoHcop - Acerta Pharma
B.V., (A Member of the AstraZeneca Group), Netherlands

3asBHuK - TOB «®OPTPIA AEBE/IONMEHT YKPAIHA»



