Jopartok 1

«lMepenik cyTTEBUX NONpPaBOK A0 NPOTOKONIB KNiHIYHMX BUNPOOYBaHb, PO3rAAHYTUX Ha 3acigaHHi HTP
Ne 40 Big 31.10.24, Ha AKi 6NN OTPUMaHi NO3UTUBHI BUCHOBKU eKcnepTiB»

1. OHoBneHWii NpPOTOKON KiiHiYHOro BuUNpoGyBaHHA MK-3475-A86, Bepcia 3 iHKOpMOpPOBaHOK
nonpaBkoto 08 Big 30 cepnHA 2024 pokKy, aHIMINCbLKOIO MOBOIO [0 MPOTOKOJY KAIHIYHOTO AOC/IAKEHHS
«Bigkpute, paHgomizoBaHe gocnimpkeHHs [l dasnm gna BUBYEHHA (DApPMakoKiHETUKM Ta 6Ge3neqHOCTi
nemoponisymady as1a NiglWKIpHOro BBEAEHHSI MOPIBHSHO 3 MeMOpoNi3ymabom Ansi BHYTPILUHbOBEHHOIO
BBE/EHHS, B KOMbiHaLii 3 ABOXKOMMNOHEHTHOIO XiMioTepaniel npenapatamy nnaTuHW, B SKOCTI NepLloil AiHii
Tepanii gns yyacHuKiB 3 MeTacTaTUYHMM MNSIOCKOKNITUHHUM ab0 HensoCKOKMITUHHUM HeapiOHOKMNITUHHUM
pakom nereHie», kog gocnimpkeHHs MK-3475-A86, Bepcis 3 iHkopnopoBaHoto nonpaskoto 07 Big 12 nunHsa 2023
poky; crnoHcop - TOB Mepk LUWapn eHg MOdoym, CWA (Merck Sharp & Dohme LLC, USA)
3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»

2. Iudhopmauia pna nauieHta Ta ¢opma iHdopmoBaHoi 3roau, Bepcis 8.2 Big 01 XOBTHA
2024 (aHrnifAcbKol, YKPAiHCbKOK Ta POCIACbKOK MOBaMW) A0 NPOTOKOY KAIHIYHOTO AOCAILKEHHS
«PaHgomizoBaHe, noagiiHe cnine, nnauebo-KOHTPOsIbOBaHe, GaraToueHTPoBE AOCNIMKEHHS dpasu 2 ans
ouiHku BravBy npenapaty IMU-838 Ha akTMBHICTb 3axXBOPIOBAHHSA, sika BUMIPIOETLCA 3a pe3ynbraramu
MarHiTHo-pe3oHaHcHoi Tomorpadpii (MPT), a TakoX 6e3neyHiCTb | MepeHoCMMICTb Yy MalieHTiB 3
peunanBylouYMM-peMITYIOUMM  po3cissHum  cknepo3om  (PPPC)  (EMPhASIS)», ko — AOCNimKeHHs
P2-IMU-838-MS, Bepcis 4.1 Big 23 rpygHsa 2022 poky; cnoHcop - «IMMyHiK A, HimevudnHa / Immunic AG,
Germany

3aaBHUK - TOBapUCTBO 3 0O6MeXeHOot0 BignosiganbHicTio «BEPYM K/IHIKAT PICEPY», YkpaiHa

3. OHoBneHuit MMpoTokon kniHiyHOro AocnigmkeHHAa ARGX-113-1902, Bepcia 8.0 Big 02 nunHsA
2024 pokKy, aHrnificbKoto MoBO1o; [locbe AoCNigKyBaHOro fikapcbkoro 3acooy ARGX-113 PH20, Bepcis
1.0 Big 04 kBiTHA 2024 pOKy, aHINifiCbKOI0 MOBOIO; 3a/Ty4Y€HHSA [04aTKOBOI NiKapCcbKoi (hopmu BUNYCKY
npenapatry ARGX-113 PH20, po3uuH pgns iH’ekuiid, nonepegHbO HaMOBHEHW wnpuy i3 5 mn
(200 mr/imn). BupoGHuk: Vetter Pharma-Fertigung GmbH & Co. KG, Germany; 3pa3ok MapKyBaHHS
KapTOHHOI YNaKOBKU [OC/iAKyBaHOro nikapcbkoro 3acooy ARGX-113 PH20, po3unH gnsa iH’eKkuii,
nonepeaHbLO HanoBHeHWI wnpuy i3 5 mn (200 mrimn), Big 23 TpaBHA 2024 pOKY, YKPAIHCbKOIO MOBOIO;
3pa3oK MapKyBaHHA nonepeaHbO HANOBHEHOro LWnpuua AOC/iAKYyBaHOro J1iKAPCbKOro 3acooy
ARGX-113 PH20, po3uuH ans iH’eKUii, nonepegHbO HanoBHeHU wnpuy, i3 5 mn (200 mr/imn), Big 23
TpaBHsA 2024 poKy, YKpaiHCbKOI MOBOIo; IHhopMmaLis Ana nauieHta Ta popma iHhopMoBaHOi 3roau
ANA YKpaiHu, aHrnincbKo mMoBoto, Bepcia 11.0 Big 26 nunHAa 2024 p.; IHQopmauisa ans naulieHTa Ta
¢opma iHchopmoBaHOI 3rogu ans YKpaiHu, yKpalHCbKOK MOBOLO, Bepcia 11.0 Big 26 nunHa 2024 p.;
COVID-19 Jdopatok Bepcii Cll Big 26 nunHa 2024 p. ao IHdopmauii ana naudieHta i chopmu
iHhopmoBaHoi 3roau ans YKpaiHu, aHrniicbkor MoBolo, Bepcis 11.0 Big 26 nunHsa 2024 p.; COVID-19
Hopatok Bepcii C11 Big 26 nunHa 2024 p. ao IHdopmaduii ana nauieHTa i popmu iHchopmoBaHOi 3rogu
Ans YKpaiHu, yKpaiHCbKOK0 MOBOI0, Bepcia 11.0 Big 26 nunHAa 2024 p.; IHchopmauia gnsa naudieHTa 1a
c¢hopma iHchopmoBaHOi 3roau ana aornsgadvie ans YKpaiHu, aHrniicbKo mMoBoto, Bepcia 5.0 Big 26
nunHAa 2024 p.; IHgopmauis gna naudieHta Ta dhopma iHopmoBaHOI 3rogu ANnA gornagaqvies gns
YKpaiHu, yKpaiHCbKOKO MOBOlO, Bepcisa 5.0 Big 26 nunHA 2024 p.; IHCTPYKLUiA i3 3aCTOCYBaHHSA
EdrapTirimogy PH20 y nonepeaHbO HanoBHEHOMY wnpwuui, Bepcia 1.0 Big 27 uepBHA 2024 p.,
aHrnificbko MoBoto; IHCTPYKUis i3 3acTocyBaHHsA Edpraptirimogy PH20 y nonepegHb0 HanoBHEHOMY
wnpuui, Bepcia 1.0 Big 27 yepBHA 2024 p., YKpaiHCbKOO MOBOLO; XXypHas1 NiarotoBKkU Ta BBEeAEHHSA
JocnigpxyBaHoro npenapary (nigwkipHo), Bepcia 1.0 Big 27 uepBHA 2024 p., aHINIACbKOD MOBOIO;
)XypHan nigrotoBkn Ta BBeAEHHA AOCNiMKyBaHOro npenaparty (nigwkipHo), Bepcia 1.0 Big 27 yepBHA
2024 p., ykpaiHCbKOO MOBOI; HaBuanbHe Bifeo 3 IHCTPYyKUisiMA LWOAO MPOBeAEHHs KJliHIYHOro
[OcCnipKeHHA WoAo 6e3neyHoOro Ta NPaBU/ILHOrO BBeAEHHA NiAWKIPHOT iH'eKuii AocnimKyBaHOro
npenaparty B nonepegHb0 HanoBHeHOMYy wnpuli, Bepcia 1.0 Big 23 KBiTHA 2024 p., YKpaiHCbKOIO
MOBOIO [10 MPOTOKO/Y KNiHIYHOTO AOoCiMKeHHS «Bigkpute nponoBxeHHs gocnigpxkeHHa ARGX-113-1802 ans
BMBYEHHS JOBrOCTPOKOBOI 6€3Me4YHOCTi, NepeHoCMMOCTI Ta ethekTMBHOCTI npenapaty Edprapririmog PH20
ONs NigWKIPHOrO BBEAEHHS Yy MNALEHTIB i3 XPOHIYHOK 3anasibHOK AeMIEiHI3yU0o NosiHenponaTieto
(X34M)», kog pocnimkeHHss ARGX-113-1902, sepcis 7.0 Big 05 notoro 2024 poky; cnoHcop - argenx BV,
Belgium/ apXeHKc BB, Benebris
3asBHuK - TOBAPVICTBO 3 OBEMEXXEHOH BIAMNOBIAANBHICTIO «MiMifi FOKPEMH», YkpaiHa



4. OHOB/EHUIA NPOTOKOJ 3 iHKOPNOpOBaHOIO nonpaBkol 13 Big 22 cepnHA 2024 poKy aHIiACLKOLO
MOBOIO; 3MiHa CNOHcopa NMPOTOKO/Y KMiHIYHOro BuUnpoo6yBaHHA GS-US-418-3899 3 Galapagos NV,
Benbris Ha Alfasigma S.p.A, ITanis; IHhbopmauiiHuii NnMcToK Ta popMa iHhOpMOBaHOT 3roau NaLiceHTa,
Bepcis 14.1.0 Big 30 kBiTHA 2024 poKy YKpaiHCbKOIO Ta pociiicbkoto MoBamu; KapTka nauieHTa, Bepcis
3.0 Big 30 KkBiTHA 2024 pOKY YKPAIiHCbKOIO Ta POCINCLKOKO MOBamMM [0 MPOTOKONY KIIHIYHOTO JOC/IAKEHHS
«JloBrotpmMBasie NOAOBXEHE AOCNIMKEHHS AN OUiHKM 6e3nekn pinroTiHiGy B MauieHTIB i3 BUPa3KoBUM
KoniTom», Kog p,ocnip,»(eHHﬂ GS-US-418-3899, 3 iHkoprnopoBaHot nonpaskoto 11 Big 28 nunHa 2023 poky;
CroHcop Galapagos NV, Benbris
3adaBHUK - TOBAPI/ICTBO 3 OBMEXEHOK BIAMNOBIAA/IBHICTIO «®APMACBLIOTIKA/T PICEPY
ACCOYLIVENTC YKPAIHA» (TOB «®PA YKPATHA»)

5. 3anyyeHHAa gopaTKoBUX Micub MPOBeAEHHA KNiHIYHOro BUMPOOYBAaHHA [0 MPOTOKONY K/iHIYHOro
pocnigxeHHa «PaHpgomizoBaHe, GaraToueHTpoBe, MOABiHE cine, TPUBAIOTO MPUOMY, B MapasiefibHuX
rpynax, niawlebo-KoHTpoiboBaHe focnimkeHHs 111 chasu ouiHkmM edheKTMBHOCTI Ta 6e3neky To3opakimaoy 415
YYaCHUKIB i3 CUMMTOMATUYHUM XPOHIYHUM OBCTPYKTUBHUM 3aXBOPHOBAHHAM siereHb (XO3/1) i3 3arocTpeHHAMN
XO3/1 B aHamHesi (MIRANDA)» ko4 pocnigpkeHHa D9180C00012, sepcia 2.0 Big 12 yepBHA 2024 poky;
crioHcop AstraZeneca AB, Sweden
3aaBHuK - TOB «ACTPA3EHEKA YKPAIHA»

No MN.1.6. BignosiganbHOro gocnigHnkKa

n/n HasBa micLs NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHSI

1. | K.M.H., goueHT CnenyeHko H.C.

KomyHaslbHe HekomepLjiiiHe nignpMEMCTBO «BiHHMLUbKa Micbka KfiHiYHa nikapHs Nel», KfiHiYHe
TepaneBTMYHe BigaineHHa Nel, M. BiHHMUS

2. | K.M.H. BuwHuBeubkuii |.1.

KomyHanibHe nignpuemctBo «JlikapHa Nel» MXUTOMMPCLKOI MICbKOT pagu, KOHCY/NbTaTMBHO-
niKkyBasibHe BigfiNneHHa «HaykoBO-40CNIAHNULbKUIA LEeHTP», M. XKutomup

3. | K.M.H. AkoBeHko O.K.

KomyHasnbHe nignpnemctBo «BonnHcbka obnacHa KniHiYHa NikapHa» BOMUHCBHKOI 06nacHoi pagu,
BigAiNeHHs nynbmoHonorii, c. Tapacose, BonuHcbka 0641., JlyLbkuii paioH

6. 3miHa Ha3Bu 3aABHUKaA; PedsQL™ [MMegiaTpuuHnii onutyBasibHUK 3 SKOCTI XWUTTA, Bepcia 4.0,
iHdbopmauia Big nianitka (Bikom Big 13 fo 18 pokis), 04 BepecHA 2020 p., YKPAIHCbKOIO MOBOIO;
PedsQL™ MeagiaTpuyHMii onutyBasIbHUK 3 AIKOCTI XXUTTA, Bepcis 4.0, iHchopmauifa Big AUTUHM (BikoM Big
8 po 12 pokiB), 04 BepecHsa 2020 p., ykpaiHCbKO0 MoBoO; PROMIS SF_3paTHicTb nepecyBaTtuca y
piTenn — KopoTka chopma 7a, Bepcis 3.0, 10 BepecHA 2024 p. yKkpaiHCbKO moBol; PROMIS SF_Bnnue
6onto y piten — KopoTka chopma 8a, Bepcia 3.0, 10 BepecHA 2024 p. ykpaiHCbKOO moBoto; PROMIS
SF_Btoma y aiteit — kopoTtka chopma 10a, Bepcia 3.0, 10 BepecHs 2024 p. yKpaiHCbKOK MOBOIO [0
NPOTOKONY  K/IHIYHOTO  AOoChifpKeHHs «PaHgomizoBaHe, noAgiiHe cnine, nniaueb0-KoHTPOoiboBaHe,
GaraToLEeHTpoOBe AoChimpKeHHA MaBopukcadopy dasu Il cepes yyacHUKIB 3 BPOAKEHUMU Ta HabyTMMU
NePBUHHUMW ayTOIMyHHUMM Ta ifioNaTUYHNUMM XPOHIYHUMW HEWTPONEHIYHMMU PO3ajamu, WO CTPpaXaalTb
Ha peLuavBytoyi Ta/abo cepiiosHi iHdekuii», ko aocnimkeHHs X4P-001-110, sepcis 1.0 Big 23 xoBTHA 2023;
cnoHcop - X4  Pharmaceuticals, Inc., USA [/ Ikc4  ®dapmacbioTikan3,  IHk.,  CLUA
3assHuk - HOBOTEK K/IHIKA PICbOMY (KIMP) NIMITEA, Kinp

BY/NO CTANO
IcTXOPH Kninikan Cepgicec IH Cll Mimiteq, Kinp | HOBOTEK K/TIHIKAN PICbOM (KIMP) NIMITEA,
Kinp

7. 30iNblIEHHA KiNbKOCTi nauieHTiB B YKpaiHi 3 30 go 60 oci0; 3anyyeHHA npenapara po3unMHHMKA
Xnopug Hatpito 0,9 %, 100 mn (NaCl), Bupo6Huurea B. Braun Melsungen AG, HimeuuuHa ans
po3BegeHHa AJ13 FYB206 (nemG6ponisymad) ta npenaparta nopiBHAHHA Kitpyaa (nemo6ponisymad);
3pa3oK NepBMHHOI0 MapKyBaHHA npenaparta po3yMHHUKa Xnopug Hatpito 0,9 %, po3unH ans iHdysii
100 mn, Bepcia 1.1. Big 28 cepnHa 2024 poKy, YKPAIHCbKOIO Ta aHriliCbKOK MOBaMu [0 NPOTOKOY
KMiHIYHOTO  JochigxeHHs «PaHgomizoBaHe, noApiiHe cnine, 6araTOLEHTPOBE KJ/iHIYHE [OCAIMKEHHS 3
BM3HA4YeHHA (hapMakoKIHETUYHOI eKBiBaJIEHTHOCTI af'toBaHTHOI Tepanii npenapatom FYB206 (kaHanpaart-
6ioaHanor npenaparty Kitpyaa) y nopiBHAHHI 3 npenapaTtom Kitpyga (nembponizymab), Ans gemMoHcTpauii ix
(hapmakoKiHETUYHOI NOAIGHOCTI Y NauieHTIB 3 MOBHICTIO BUAaneHow MenaHomotro ctagii 1IB/IIC abo cragii 1l
(DAHLIA)», kog, pocnipkeHHs FYB206-C1-01, npoTokon 3 nonpaskoto 1 Bepcisa 2.0 Big 22 nwotoro 2024 poky;



CrnoHcop - HimeuumHa

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

Formycon AG,

8. MK-7240-008: 306paXeHHs1 Ha €/IeKTPOHHUX LWoAeHHMKaxX AnA nauieHTa (Crohn's Disease Daily
Diary, Study Medication Diary, Application Notification Screenshots, FACIT-Fatigue, IBDQ, PGIS, PGIC,
SF-36, WPAI-CD, EQ-5D-5L, Standard Application Screenshots; Privacy Policy & Terms of use;
Training Mode Screens, Help Screens), Bepcis 3.0 ana Ykpainu, Big 30 cepnHa 2024 poKy, YKpaiHCbKOIO
MOBOI0; BpicTonbCcbKa WKana hopmMu Kany, Bepcia Ana YKpaiHu, Big 12 tpaBHA 2016 p., yKpaiHCHKOKO
MOBOIO [0 MPOTOKOJY K/iHIYHOro AochigXeHHs «lMporpama paHAoMi3oBaHMX, NOABIHMX CAinux, nnauebo-
KOHTPO/IbOBaHUX gocnigxeHb Il dhasn ansa ouiHkM ethekTMBHOCTI Ta 6e3nekn TynicoKioapTy B y4YacCHUKIB i3
cepeAHbO-TSHKKOIO XBOpPO6OK KpoHa B akTMBHIN chopmi», koa pocnimpkeHHs MK-7240-008, sepcis 00 Big,
09 ntoToro 2024 poky; cnoHcop - TOB Mepk LWapn eHg Ooym, CLUA (Merck Sharp & Dohme LLC, USA)
3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»

9. 3mMiHa Ha3BM Micus NpoBeAeHHS BUNPOOGYBaHHSA [0 NPOTOKO/Y K/TiHIYHOro JocnigkeHHsA «MixHapoaHe,
GaraToueHTpOBeE, BigKp1TEe AOCNIMKEHHS dhasn 3 3 OAHIE TPYNOH A1 OLIHKM e(DeKTMBHOCTI Ta 6e3Me4HOCTI
pPafgoTUHIOY B nauieHTiB i3 Ph-MO3NTMBHMM XPOHIYHUM MIENOIAHMM NENKO30M Yy XPOHIYHIA hasi, B SKux
nonepezHs Tepanis iHriéitTopamy TUPO3MHKIHA3M, BK/THOYHO 3 IMATKHIOOM, 6yia HeeDEKTUBHO YK BUK/IMKana
HenepeHocuMICTb», ko aocnimkeHHs RT51KRI03, sepcist 6.0 Big 22 notoro 2022 poky; cnoHcop - IL-YANG
PHARM. Co., Ltd., Kopes
3asBHYK - MignpremcTtso 3 100% iHo3eMHoto iHBecTuLje «AVK'IOBIA PAC YkpaiHa»

BYNO

CTAJO

A.M.H. Osarine |.C.
AepxaBHa yctaHoBa «HaLioHaslbHUiA HayKoBUiA

O.M.H., Npod., 3aB. BigaineHHa Asrine 1.C.
AepxaBHa yctaHoBa «HauioHa/IbHUIA HayKOBUIA

LeHTp pagiayiiHoi mMeguuuHn HauioHanbHOI
akagemii MeAUYHUX HayK YKpaiHW», BigdineHHA
pagiauiiiHoi OHkoremartosiorii Ta TpaHcnaHTauii
cToBOYypoBUX  KIITUH  Big4iny  remartosorii - i
TpaHcnaHTauii  IHCTUTYTY K/iHIYHOT  papgjionoril,
BiO4i/IEHHS pagjiauiiiHoi remartonorii, M. Kuis

LeHTP pagiauiiiHoi MeguuuHu, remartonorii Ta
OHKosoril HauioHanbHOI akagemii MegUUYHUX
HayK YKpaiHu», BigOi/TIeHHSA pagiauiliHoi
OHKoremartosorii Ta TpaHcnaaHTauii cToBOYpOBMX
KNITUH BIiAAiNy remaronorii Ta TpaHCnAaHToMoril
IHCTUTYTY  KNiHIYHOT  pagionorii,  Big4iNeHHs
pagaiauinHoi remartonorii, m. Kuis

10. YKP3089C025 Bepcis 2, 26 BepecHsi 2024 poky IHCTpyKuUis 3 npuiioMy npenapary A1 y4acHUKIB
pocnipkeHHA Ta (a60) ocib, Wo 3[iACHI0ITL 3a HUMK A0rNag, A0 NPOTOKO/Y K/IHIYHOMo AO0CNIAKEHHS
«PaHgomizoBaHe, noAgiiiHe cnine, nnauebo-KOHTPOsibOBaHe, GaraTtoLeHTPOBE AOC/IMKEHHS ONS OLiHKK
eekTMBHOCTI Ta 6e3neyHoCTi BMKOpPUCTaHHA LeHoGamMaTy B AKOCTi af'loBaHTHOI Tepanii y nauieHTiB 3
NepBYHHO-TeHepani3oBaHNMMN TOHIKO-KNOHIYHUMK Hanagamu», kog gocnimxkeHHs YKP3089C025, Monpaska
4.0 Big 27 xoBTHA 2022 poky; cnoHcop - CK Jflaiiy Caitexc, IHk., CLUA / SK Life Science, Inc., USA
3aasHuk - TOB «tO CI TI-FTTOBAST», YkpaiHa



