JopaTtok

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJMIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne18 Big 15.09.2022,
HTP N30 Big 15.09.2022, Ha siki 6y/i1 oTpUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «®asza la/b, BigkpnTe 4OCAIMKEHHS 3 NOLIYKY ONTUMasIbHOT f,031 3 METOH OLIHKW 6€3MeYHOCTI | TOKCUYHOCTI
iHCTUNALIA cevoBoro Mixypa npenapatom TARA-002 y opocanx NauieHTiB i3 M'A30BO-HEIHBA3UBHUM pakoM
CEY0BOro Mixypa BMCOKOro CTyMneHsl 3/105KiCHOCTI», ko pocnimkeHHss TARA-002-101, Bepcia 2.0 Big 23
yepBHA 2022 poky, cnoHcop - NpoTapa Tepan'toTike, IHK. [Protara Therapeutics, Inc.]

daza- la, Ib

3asBHuK - TOB «<APEHCIA EKCIT/JTIOPATOPI MEAICIH», YkpaiHa

No M.1.6. BignosigansLHoOro gocnigHuka

n/n Ha3ga Micusi npoBefeHHA KiHIYHOro BUNPo6yBaHHS
Nikap JopoHiHa M.B.

1. MeanyHWin LeHTp ToBapuCTBa 3 0OMEXEHOH BIAMNOBIAa/LHICTIO «ApeHcia Ekcnnopatopi MegiciH»,
BiAAiN KNiHIYHUX AocnifKeHb, M. KWiB

2. «JocnipxeHHs edpeKTUBHOCTI Ta 6e3nekn 3acTocyBaHHA cemarnytugy 2,0 Mr nigLwkipHo 1 pas Ha TXAEeHb
y KOMOGiHaUl 3i 3HKEHUMW [,03aMUW IHCY/IHY [1apriH NOPIBHAHO i3 3aCTOCYBAHHAM iHCYiHY M1apriH B PEXUMI
TUTpaLii y NaLieHTiB 3 LyKpOBUM fiabeTom 2-ro Tuny Ta HagmipHoto macoto Tina» (SUSTAIN OPTIMIZE)», kog
pocnipkeHHss NN9535-4801, chiHanbHa Bepcis 2.0 Big 23 nuctonaga 2021 poky, cnoHcop - Novo Nordisk A/S,
Denmark

®aza - llib

3asBHuK - TOB «HoBO Hopgaick YkpaiHa»

Ne M.l.6. BiANOBIA4aLHOrO AOCNIAHNKA, MpuMiTKA

n/n HasBa Micus npoBefeHHs K1iHIYHOrO BUNPO6YBaHHS

1. nikap €pbomeHko H.B. 3HATO 3 po3rnagy
MeanuHuii  UeHTp  ToBapucTBa 3  OOMEXEHOK  BiAnNoBiAasIbHICTIO | 3a piLLEHHAM
«EnitmMeacepsic», M. 3anopixks crnoHcopa

2. K.M.H. CMmipHoB L.I.

KomyHanbHe HekomepuiliHe nignprMeMCcTBO XapkiBCbKOi 06acHoi  pagu
«O6nacHa KniHiYHa nikapHa», eHA0KPUHOJIOrNYHE BiaaineHHs, M. Xapkis

3. O.M.H. MorunbHuubKa J1.A.

KomyHasibHe HekomepLiiHe NigNPUEMCTBO «XMefbHULbKa 061acHa ikapHsa»
XMebHULLKOT obnacHoi panu, €HI0KpUHOorivYHe BiAiNEHHS,
M. XMeNbHULbKNI

4. O.M.H., npod. Maceuko H.B.

KomyHasibHe HekoMepUjiiHe nignpremMcTBo BennkobipkKiBCLKOI CENMULLHOT paam
«TepHoninbcbka LUeHTpasibHa palioHHa niKapHs», NoNiKNiHIka,
TepHOMINbCbKNA ~ HAUiOHA/IbHWIA ~ MEeAMYHUI  YHIBEpCUTEeT  IMEeHi
I.4. TopbayeBcbkoro MiHiCTEpCTBA OXOPOHWM 340POB'S YKpaiHW, kadegpa
BHYTPILLHLOT MeanumHK Nel, M. TepHoninb

3. OHoBneHwii MpoTokon 3 nonpaBkoto 3 Big 29.03.2022 p.; OHoBneHwuii MpoTokon 3 nonpaBkolo 4 Bif,
24.05.2022 p.; Oopatok Ao lMportokony - KepiBHULTBO WOAO NPOBeAEHHS AOCAIMKEHHA nifg vac
cepiio3HUX nopylueHb Bif 24.05.2022 p.; IHchopmauis ana nagieHTa Ta Popma iHhopMmoBaHOi 3rogm —
Mpotokon CNTO1959LUN2001, Bepcia 6.0 ykpaiHCbKO MOBOK AnA YKpaiHu Big 15.07.2022;
IHhopMmauia ansa naudieHta Ta ®opma iHhopmMoBaHoi 3rogu — MNpoTtokos1 CNTO1959LUN2001, Bepcis 6.0
pociiicbKkol0 MOBOLO ANA YKpaiHu Big 15.07.2022 p.; Popma BigKnvMKkaHHA iHhopMoOBaHOI 3rogu, Bepcis
1.0 yKkpaiHCbKOI0O MOBOIO A1 YKpaiHu Bifg 27.06.2022; ddopma BigKNMKaHHA iHpopMoBaHOI 3roaum,
Bepcisa 1.0 pociiicbkoro MOBOIO A1 YKpaiHu Big 27.06.2022; KapTka aHasi3y ceui Ha PK, yKkpaiHCbKOLO
MOBOI0 Bepcisn 2.0 Big 26.01.2022; KapTka ansa @K 06CTeXXEHHA ceudi, pociicbKOKo MOBOIO Bepcis 2.1 Bipg,
26.01.2022 [0 NPOTOKOY KNIHIMHOTO AOChimkKeHHs1 «baraToueHTpoBe, paHAoMi3oBaHe, NoAgiliHe crine,
nnauebo KOHTpPOsibOBaHe, B MapasiefibHMX rpynax KiiHiYHe [OCAIMKEeHHSA rycesibkymady Yy nauieHTiB 3
aKTVBHUM BOBYaKOBMM HedpuTom», kog, aocnimpkeHHss CNTO1959LUN2001, 3 nonpaskoto 2 Big 20.05.2021
p.; cnoHcop - « AHCCEH ®APMALEBTUKA HB», Benbris

3asBHuK - «AHCCEH ®APMALEBTVKA HB», benbris



4. Nlocbe pocnipxysBaHoro nikapcbkoro 3acoby ARGX-113 with rHUPH20 pos3uuH gnsa nigwkipHux
iH’ekuin, Bepcia 5.0 Big 19 nuctonaga 2021p., aHrNiicbkoro MOBOM; [locb€E AOCNiIMKYyBaHOro
nikapcbkoro 3acooy ARGX-113 with rHUPH20, nnaue60 40 po3uvHy Ans NigwKipHUX i’ eKwin, posgin P
Drug Product, Bepcisa 5.0 Big 19 nuctonaga 2021p., aHrnificbkoo MoBoOt0; JocbE AocnimKyBaHOro
nikapcbkoro 3aco6y ARGX-113 with rHuUPH20, po3uuH ansa nigwkipHnx in’ekuin, Appendices rHuPH20,
Bepcia 5.0 Big 04 »oBTHA 2021p., aHrnificbkolo MoBOlO; Bpowypa pgocnigHuka [ocnigkyBaHOro
nikapcbkoro 3aco6y ARGX-113 (efgartigimod), BugaHHsa 10.0 Big 23 nuctonaga 2021 p., aHriicbKOO
MOBOI0; MoaoBxeHHs TepMiHy npupaTHOCTI pgocnigpkyBaHOro  slikapCbKoro 3acoby
ARGX-113/rHuPH20, po3uuH gns nigwkipHux in’ekuiii, 180 mr/mn go 24 micauis; MogoBXeHHA TEPMiHY
npuagaTtHoOCTi BignoBigHOro nnaue6o Ao AoCnigKyBaHOro nikapcbkoro 3aco6y ARGX-113/rHuPH20,
pPO3uUMH ANa NigWKipHUX iH’eKuiid, ao 36 micAuiB; JogaTtok Ao IHopmauii gna nagieHta ta dopmu
iHdhopMoBaHoi 3roau gnsa YKkpaiHu, Bepcisa 1.0 Big 02 uepBHsa 2022p. aHrilicbkolo MOBOH; loaaTtoK Ao
IHhbopMmauii ana naugieHTa Ta popMu iHchopmoBaHoi 3roan Ana YKpaiHu, Bepcia 1.0 Big 02 yepBHA
2022p., ykpaiHCcbKo MOBOIO; JopaTok Ao IHdopmauii ana nauieHTa Ta popmu iHpopMoBaHoI 3roau
Ana YkpaiHu, Bepcia 1.0 Big 02 uepBHs 2022p., pOCIACbKOO MOBOI [0 MPOTOKOMY KAiHIYHOrO
JocnimpkeHHa «JocnigpkeHHs 2-0i has3n 471A OLiHKM edpeKTUBHOCTI, 6e3MeYHOCTi Ta NepeHOCUMOCTi npenapary
Edrapririmog PH20 anda niglwkipHoro BBeAEHHA Yy [OPOC/AUX MNauieHTIB i3 XPOHIYHOKW 3anasibHOK
AemieniHisyouoo noniHeliponartieto (X34M)», kog pocnipkeHHs ARGX-113-1802, sepcia 4.0 Big 30
nunctonaga 2020 p.; cnoHcop - argenx BVBA, Belgium/ apmxkeHkc BBBA, besbris

3anBHuWK - ToBapucTeo 3 ObmexeHot BignosigasbHicTio «KoHTpakTHO-JocnigHnubka OpraHisauis IHHogapm-
YkpaiHa»

5. BK/1IOUEHHA [0[aTKOBUMX MiCUb NMPOBEAEHHA KNiHIYHOrO BMNPOGYBAHHA [0 MPOTOKOJY K/iHIYHOIO
JocnigxeHHsa «PaHaoMisoBaHe, noAgiiiHe cnine, nnaueb0-koOHTPO/IboBaHe KiHiYHe fgocnimxeHHs asm Il gns
OLHKN eheKTUBHOCTI Ta 6e3neyYHOCTi KOGiToNniMoAyY K iHAYKLIAHOT Ta NiATPYMYOYOT Tepanii B y4aCHUKIB 3
aKTMBHMUM J1iBOGIYHMM BUPA3KOBUM KOMITOM MOMIPHOTO ab0 TAXKOro nepebiry», kog AOC/iIKEHHS
CSUC-01/21, Bepcia 2.1 Big 09 uepsHA 2021 poky; cnoHcop - IHdekc PapmactoTikan3 Ab, Lseuisa / InDex
Pharmaceuticals, Sweden

3aaBHuK - TOB «MAPEKCE/ YkpaiHa»

No M.1.B. BignoBiganbHOro gocnigHnkKa MpuMiTKK
n/n Ha3Ba MicL MPOBEeAEHHS KNIHIYHOTO BUNPO6YyBaHHS
1. K.M.H. KpaByeHko T.I".

KomyHaslbHEe HekoMepLiiiHe MignprMeMCTBO «KWiBCbKa MiCbKa K/IiHIYHA
nikapHsi Nel8» BMKOHaABYOro opraHy KuiBCbkOi Micbkoi paan (KuiBCbKOi
MiCbKOT AepXXaBHOI afMiHIiCTpaLil), NPOKTOM0riYHe BigaineHHs, M. Knis

2. reHepasibHUA ANPEKTOP Manunuybka A.l.

KoMyHasibHe HekomepujiliHe MignpuEMCTBO «XEPCOHCbKa MiCbKa KNiHiYHa
nikapHa im. €.€. Kapabenewa» XepCcoHCbKOi  MicbKOi  paaw,
racTPOEHTEPOsIOriYHe BiaAaineHHs, M. XepcoH

3. K.M.H. OniliHuk O.I. 3HATO 3 po3rnagy 3a
KomyHasnibHe HekomepuiiHe nianpuemctBo «Micbka nikapHA Ne6x» | pilleHHSIM cnoHcopa
3anopisbkoi  MiCbkOi  paam, racTpoeHTeponoriyHe BiO4iIEHHS,
M. 3anopixoks

6. 3miHa BignoBigasIbHOro AocnigHMKa B paHille 3aTBepKeHOMY MicLi NpPoBeAeHHA KiHIYHOro
BUNPOGYBaHHA; 3MiHa Ha3BU paHiwe 3aTBepPAKEHOro Micus npoBeAeHHs1 KNiHiYHOro BUNPoOGyBaHHS
[0 NPOTOKONY KMiHIYHOro gocnimpkeHHA «FLOW — BnNvMB cemarnyTuay B MOPIBHAHHI 3 nnauebo Ha piBeHb
NoripLweHHs (PyHKLUii HUPOK Yy XBOPMX Ha LyKpoBuWiA giabeT Tun 2 pa3oM i3 XPOHIYHOK XBOPOOOH HUPOK», KOZ
pocnipkeHHs NN9535-4321, cpiHanbHa Bepcia 4.0, Big 11 nuctonaga 2020; cnoHcop - Novo Nordisk A/S,
Denmark

3asaBHUK - TOB «HoBo Hopgaick YkpaiHa»

BY/NO CTAJIO
K.M.H. 3onorTaiikiHa B.l. 3aB. Bif. JleoHigoBa B.I.
KomyHanbHe HekomepuiiHe nianpmemctBo «Micbka | KomyHanibHe HekomepuiiHe nignpruemcTBo «Micbka
KniHivHa nikapHa Ne27» XapkKiBCbKOT MICbKOI pagu, | KiHiuHa nikapHA Ne27» XapkKiBCbKOT MICbKOI pagu,
BiAiNIEHHSA IHTEHCMBHOI Tepanii, M. XapkiB BiAAi/IEHHS IHTEHCMBHOI Tepanii, M. XapkiB
A.M.H. npodp. dywwiTteid .M. O.M.H. npodp. dywiteid |.M.
KY «3anopisbka Micbka KniHiyHa nikapHsa NelO», | KOMyHasibHe  HeKOMepuiiiHe  nignpuemMcTBO




TepaneBTUUHe BigAdineHHs, [JepxaBHuii 3aknaf | «Micbka nikapHa NelO» 3anopi3bKoi MicbKoT
«3anopi3bka MeaunyHa akagemis nicnagunioMHol | pagwn, TepaneBTUYHe BipgineHHs, [epxaBHuii
OCBITM MiHiCTepCTBa OXOPOHW 3[40pPOB’'S YKpaiHu», | 3aknapg «3anopisbka MeanyHa akagemis
kadhefpa Tepanii, KkIiHIYHOT papmakonorii  Ta | nicNaaMnIoMHOI  ocBiTU  MiHiCTepcTBa  OXOPOHMU
eHOOKPUHOJOTIT, M. 3anopixxs 3[0p0B'A  YKpaiHu», kadegpa Tepanii, KNiHiYHOT
dhapmakosiorii Ta eHA0KPUHOOTIT, M. 3anopixKs

7. BKNoyeHHs [o0[aTKOBOro Ao0C/igKyBaHOro nikapcbkoro sacooy-Asarpomoéonar (Avatrombopag),
NOPOLIOK ANA NepopasibHOI cycneHsii, B Kancynax, 10 mr, Bupo6Hukn: Alcami Carolinas Corporation,
CLUA; Alcami Carolinas Corporation, CLLUA; Alcami Carolinas Corporation, CLUA; Almac Clinical
Services, CLUA; Almac Clinical Services Limited, O6'egHaHe KoponiBctBOo; Cilatus Manufacturing
Services Limited, IpnaHgif; BknoueHHs A[A0[ATKOBOro AOCNIAKYBAHOIO NiKapCbKOro 3acooy -
Mnaue6o go Asarpomoonar (Avatrombopag), NOpoOLWOK AnA NepopasibHOI CycneHsii, B Kancynax,
BUpPoGHUKU: Alcami Carolinas Corporation, CLUA; Alcami Carolinas Corporation, CLUA; Alcami
Carolinas Corporation, CLUA; Almac Clinical Services, CLUA; Almac Clinical Services Limited,
O6'egHaHe KoponiecTBo; Cilatus Manufacturing Services Limited, IpnaHgifa; AJocbe aocnigxyBaHoro
nikapcbkoro 3aco6y Asatpomo6onar maneart (Avatrombopag maleate), rotoBuii nikapcbkuii 3aci6é Ta
nnaue60, Bepcis 07 Big 02 6epe3Hna 2022 poKy aHINMiiCbKOIO MOBOLO; 3MiHa Ha3BU BUPOGHUYOT AiNAHKA
pocnipkyBaHoro ikapcbkoro 3aco6y Aarpomoonar (Avatrombopag) (ABaTpomb6onar Manear
(Avatrombopag maleate), TaGseTka, BKpuTa NJiBKOBOIO 060/IOHKOIWO, 20 mr Ta [MMnauye6o pfo
ABaTpom6onar (Avatrombopag), TaGnetka, BKpuTa MNJIIBKOBOIO 0GOJ/IOHKOIO 3 Carton Services
Incorporated T/A Pharma Packaging Solutions (PPS), CLUA Ha Pharma Packaging Solutions, LLC,
CLUA; 3miHa appecu BupoOGHMYOI pginAHkn Cilatus Manufacturing Services Limited, IpnaHgis
pocnipxyBaHoro Jikapcbkoro 3aco6y Asatpom6onar (Avatrombopag) (ABarpom6Gonar Manear
(Avatrombopag maleate), Tabnetka, BKpuTa nNAIBKOBOIO 060/10HKO, 20 mr Ta [naye6o Ao
ABarpomoonar (Avatrombopag), Tabnetka, BKpuTa njiBKoBoto 060/10HKOI0 3 Regus House, Harcourt
Centre, Harcourt Road, Dublin, D02 HW77, IpnaHgia Ha Pembroke House, 28-32 Pembroke Street
Upper, Dublin 2, D02 EK84, IpnaHpgis; 3pa3ok MapKyBaHHS AOCAIfKYBaHOro iKapCcbKOro 3acooy
ABatpomoonar (Avatrombopag), 10 mr, NOpoOLWOK A1 NepopasibHOI cycneHsii, B Kancynax, Big 15
BepecHs1 2021 poKy yKpaiHCbKOK MOBOIO; 3pa3oK MapKyBaHHA AOCAifAKYBaHOro NnikapcbKoro 3acooy
ABatrpomoonar (Avatrombopag), 10 mr a60 nnaue60, MOPOLIOK ANl NepopasibHOI cycrneHsii, B
Kancynax, Big 15 BepecHA 2021 poKy yKpalHCbKOIO MOBOI; [loCbE AOCiAKYyBaHOro NikapcbKoro
3acoby ABatpomGonar maneatr (Avatrombopag maleate), nikapcbka peuoBuHa, Bepcisa 04.1 Big 15
cepnHA 2022 poKy aHrMincbKOK MOBOLO; IHhopMaLiliHUIA NUCTOK Ta hopMa iHPOPMOBAHOI 3roau Ha
BUKOPUCTaAHHA nocnyr komnadii Scout Clinical, Bepcia 3.0 gna YkpaiHu Big, 30 6epe3Ha 2022 poky
YKpaiHCbKOIO Ta pociiicbkoto moBamu; Scout Clinical - Mocnyru gna naudieHTiB — MNMoBigOMNEHHA
€/1eKTPOHHOL0 NOoLwWTo, Bepcia 2.0 ana YKpaiHu Big 12 kBiTHA 2022 poKy yKpaiHCbKOK MOBOKO Ta
Bepcis 2.0 gnsa YKpainu Big 14 kBiTHA 2022 pokKy pocilicbKoio MoBoto; IHthopmauiiiHuii nucTokK i hopma
iHpopmoBaHoi 3roau ana giteii (3-5 pokiB), Bepcia 2.0 ana YkpaiHu Big 17 nuctonaga 2021 poky
YKpPaiHCbKOI Ta POCificbKO0 MoBaMWu; IHCTPYKLiA i3 3acTOoCcyBaHHsA AOCAigKyBaHOro npenapaty -
npotokon AVA-PED-301, Bepcis 1.2 Big 4 kBiTHA 2022 pOKy YKpaiHCbKOK Ta POCiliCbKOO MOBaMu;
LoaeHHUK npuilomy npenapaTty nauieHtom AVA-PED-301, Bepcis 1.2 Big 28 kBiTHA 2022 poky
YKPaiHCbKOIO Ta pPOCIACbKOIO MOBaMu [0 MpOTOKOMY KIIHIYHOTO AocnimpkeHHs «BbaratoueHTpose
paHAoMi30BaHe NoABiviHO cnine nnauebo-koHTPoIboBaHe BMNPoOyBaHHA (pasu 3b B napanesnbHux rpynax 3
NOAaUTbLUO BIAKPMTOK PO3LIMPEHOL0 (ha3oko A1 OLiHKM ePEKTMBHOCTI Ta 6e3nevyHocTi ABaTpoméonary Aass
NiKyBaHHA TPOMOOLMTOMNEHIT B NALIEHTIB AUTAYOIO BiKy 3 IMyHHOK TPOMOOLMTOMNEHIEKD NPOTArOM =6 MICALiB»,
Kog pocnigpkeHHs AVA-PED-301, sepcis 3.0 Big 02 nuctonaga 2021 poky; cnoHcop - Sobi, Inc., CLUA
3asaBHuk - TOBAPUCTBO 3 OBMEXEHOK BIAMOBIAATBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

8. 3miHa micua npoBefEeHHA BUNPOOGYBaHHA 4O MPOTOKOJY K/IIHIYHOrO AOCNifKEHHS «baraTtoueHTpoBe,
paHaoMi30oBaHe, NoABiiHe cnine, nnauebo-kOHTPOIboBaHe gocimkeHHs doasu llb gnsa ouiHkn ePeKTUBHOCTI
Ta 6e3nevyHocTi npenaparty OkKpenisymad y A0pPOCAMX MaUiEHTIB 3 MEPBUHHO-MPOrpecyrymMmM pPOo3CiSHUM
CK1epo3om», koa gocnigxeHHs WA40404, sepcis 4 Big 01 ntotoro 2021 p.; cnoHcop - ®. XoddmaHH-/1a Pow
Nta, Weeinuapis (F. Hoffmann-La Roche Ltd, Switzerland)

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

BYNO CTAJI0
A.M.H., npod. Mockosko C.IM. .M.H., npody. Mockosko C.IM.




KomyHanbHuii 3aknag «BiHHULbKa o6nacHa
NCUXOHEBPO/OriYHA JliKapHA iM. akaga.
O.l. KuweHka», HeBponorivyHe BigAiNeHHA Ne3,
BiHHULbKNMIA HaLioHa/1bHWIA MeAUYHUIA
yHiBepcuteT im. M.l. MuporoBa, kadegpa
HEepPBOBUX XBOPOO, M. BiHHUUSA

MeguuHuiA UeHTPp TOBapucTBa 3 OOGMEXeHOlo
BignoBiganbHicTio «MegnuHuii LeHTp «Cantotem»,
NikyBa/IbHO-NpodinakTUUHMiA Bigain, m. BiHHuusa

9. MoaoBXeHHs TepMiHY NPUAATHOCTI AOCNIAKyBaHOro flikapcbKoro sacooy PG20 (CPL500036) ao 36
MicauiB; OHoBneHi po3ginu 2.1.P.3.4.2 ta 2.1.P.8.1. locbe gocnigKyBaHOro nikapcbkoro sacody PG20
(CPL500036) yactuHa P, Bepcis 6.0. Big 06.07. 2022 0 nNpOTOKO/Y KIiHIYHOrO AocnimpkeHHA «dasa
noAgiiHe cnine, paHAgomi3oBaHe, Naauebo KOHTPOsIbOBaHe, y NapasnesibHUX rpynax, AOCNiMKEHHST 3 METOH
BMBYEHHSA MOTEHUINHNX aHTUANCKIHETUYHUX BnactmeocTen CPL500036 (iHribiTop PDE10A) y nauieHTiB i3
XBOpO6OK [lapkiHCOHa, $iKi CTpaxgatoTb Bifg AWUCKIHE3IT, cnpuuMHeHOo! J1eBOAOMNOK», Kog, AOCAIMKEHHS
03PDE2020, Bepcia 2.0. Big 16 nmnHA 2021 poky; cnoHcop - Celon Pharma S.A, MNonblya

3asBHUK - TOB «dapma Komnnekc ContowH3 KOA», YkpaiHa

10. Bpowypa gocnigHuKa gocnigXyBaHuii ikapcbKuii 3acié nymaTenepoH, BupaHHsa 16 Big 02 uepBHsA
2022 poky; MopoBxeHHA TPUBANOCTi K/iHIYHOro BUNpo6yBaHHs B YKpaiHi Ao 31 6epe3Hs 2024 pokKy;
3miHa micusa npoBefeHHs K/iHIYHOro BUNPOGYBaHHA [0 NPOTOKO/1Y K/IHIYHONo AOC/iMKeHHS «BigkpuTe,
GaraTtoueHTpoBe AOCIMKEHHSA 3 METOH OUiHKM 6e3MeyHOCTi Ta NepeHOCUMMOCTI JlyMaTenepoHy Yy SKOCTI
[00aTKOBOT Tepanii Npu NikyBaHHI NauUieHTIB 3 BENIMKMM AeNpecuBHUM PO3/1aZloM», Kof, focnigxeHHs ITI-007-
503, 3 nonpaskoto 1 Big 23 cepnHa 2021 poky; cnoHcop - Intra-Cellular Therapies, Inc., United States
3aaBHuK - TOB «[Mpem’ep Pecepu YkpaiHa»

BYNO

CTANIO

A.M.H. Mopo3 C.M.

KomyHanbHe nignpuemctBo «[HinponeTpoBCcbka
o6nacHa KniHiyHa nikapHsa iMm. L.I. MeyHukoBa»
AHinponeTpoBCbLKOI 06/1aCHOI pagu», 061acHMiA
LEeHTP MCUXOCOMATUYHUX po3nagiB Ha O6asi
NCUXOHEBPOJIOriYHOro BigAineHHa, M. [IHiNpo

A.M.H. Mopo3 C.M.

KomyHanbHe nignpruemcTBo «[lHinponeTpoBCbKa
GaraTonpodisibHa KiHiYHA NiKapHA 3 HagaHHA
ncuxiatpuuHoi gonomoru» JHiNnponeTpoBCbLKOI
o6nacHoi pagu», [NMcuxocomaTuyHWuii LEHTP,
M. [Hinpo

11. OHoBneHwuii MpoTokon KniHiYHOro BunNpoGyBaHHA SEL-212/302, Bepcia 7.0 Big 25 TpaBHA 2022
poky; OHoBneHa Bpowypa pocnigHuka gnsa SEL-212, sugaHHAa 10 Big 25 TpaBHA 2022 poky;
IHcpopmauia ana nauieHta i Popma iH(popMOBaHOI 3roauM Ha y4yacTb Y HayKOBOMY KJliHIYUHOMY
pocnipxeHHi, Mogenb gnsa YkpaiHu, Bepcis 4.0 Big, 20 yepBHsA 2022 poKy, YKPAiHCbKOIO Ta POCiliCbKOIO
MoBaMu [0 MpPOTOKO/ly KAiHIYHOro BuNpobyBaHHA «PaHgomizoBaHe, MoABiiHe-cnine, nnaye6o-
KOHTpO/IbOBaHe AocnimxeHHs npenapaty SEL-212 y nauieHTiB 3 nogarpoto, pedypakTepHor A0 CTaHAApTHOI
Tepanii», kog pocnimkeHHs SEL-212/302, sepcia 6.0 Big 18 xoBTHA 2021 poky; crnoHcop - Selecta
Biosciences, Inc., USA/ «Cenekta baliocaeHcis, IHK.», CLLUA

3asaBHuK - TOB «IMAPEKCE/1 YkpaiHa»

12. 3any4yeHHs AoAaTKkoBOro mMicus NpoBeAeHHA KNiHIYHOro BUNPOoGyBaHHs; 3MiHa Micusa NpoBeeHHs
KNniHiYHOro BUNpooGyBaHHs; Mpoueaypa o6CTeXeHHs i3 3acTtocyBaHHAM wWwkanu AIMS, Bepcia Big 16
yepBHs 2021 poky yKpaiHCbLKOI0 MOBOIO; «[poueaypa ocMmoTpa npu paéoTe co wkanoit AIMS», Bepcis
Big 16 uepBHA 2021 poKy, pocilicbkoio moBot; OMUTYBAJIbHUK A/1A OLIHKU BIgnosBigl HA
NIKYBAHHSAA AHTUAEMNPECAHTAMU (ATRQ) (3MIHEHWNA), MASSACHUSETTS GENERAL HOSPITAL
(MGH), Bepcis Big 24 uepBHsA 2021 poKy, YKPaHCbKOIO Ta POCiicbKOl0 MoBamMu; LLikana ouiHKu akaTusii,
BUK/IMKAHOI likapcbkumun npenapataviu (LLkana ouiHkmn akaTusii BapHca [BAS]), Bepcis Big 16 uepBHA
2021 poKy, YKpailHCbKOK MOBOIO; «LLKana A oueHKN nekapcTBeHHO-Bbi3BaHHOW akaTtusum (Lkana
oLeHKn akaTusum BapHca)», Bepcisa Big, 16 uepBHA 2021 poKy, pocilicbkolo MoBoto; LLIkana 3arasibHOro
KNiHIYHOTO BpaXXeHHA — TAXKKICTb 3axBoproBaHHA (CGI-S), Bepcia Big 16 uepBHA 2021 poKy,
YKpaiHCbKOK MOBOIO; «LlKana o6uieii KNMHUYEeCKoW OLEeHKM BbIpaXXeHHOCTU 3a6oneBaHus (CGI-S)»,
Bepcia Big 16 uepBHA 2021 poKy, pociiicbkolo MoBot; LUKANA OLIHKW TSXXKOCTI cyiungy
KONYMBINCbKOIO YHIBEPCUTETY (C-SSRS) - BuxigHi pani/Bepcis gns ouiHioBaHHSs, Bepcis
14/01/09 Bip, 16 yepBHA 2021 poKy, yKpaiHCbKOO MoBOIO; «LLKAJIA OLEHKN TAXXECTU CYULUUNAA
KONYMBUNCKOIrO YHUBEPCUTETA (C-SSRS), MicxoaHble/CKPUHUHIOBLIE faHHble, Bepcia 14/01/09»
Big, 16 uepBHA 2021 poky, pocilicbkolo MoBow; LUKANA OLUIHKM TAXKOCTI cyiungy
KONYMBINCBbKOIO YHIBEPCUTETY (C-SSRS) — 3 MOMEHTY OCTaHHLOrO Bi3uTy, Bepcis 14/01/09 Big 16
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OBTHA 2021 pOKy, YKpaiHCbKOI0 MOBOI0; LUKAJIA OLIHKN TAXXKOCTI CYiuuay KONYMBINCbKOro
YHIBEPCUTETY (C-SSRS) — 3 MOMEHTY OCTaHHbLOrO Bi3uTy, Bepcis 14/01/09 Big 25 uepBHA 2021 poky,
pociiicbkolo moBot; MDKHAPOAHE HEWPOMCUXIATPUYHE IHTEPB'FO MINI Ana aoCnigXeHb
PO3NAAIB HACTPOIO 31 3MILULAHUMU CUMIOTOMAMMW, Bepcia 7.0.2. Big, 17 nuctonaga 2021 poky,
yKpaiHCbKoo MoBOI0; «KPATKMIA MEXXAYHAPOAHBIA HEMPONCUXNATPUYECKUIA ONPOCHUK ANS
WCCNEAOBAHUA PACCTPOMNCTB HACTPOEHUA CO CMELUAHHBbIMWA CUMMOTOMAMMW», Bepcis
7.0.2. Big 17 nuctonaga 2021 poky, pociiicbkoto moBoto; LLikana CimncoHa-AHryca (SAS), Bepcis Big 15
nortoro 2022 poky, ykpaiHcbKolo MoBO1O; LLikana CimncoHa-AHryca (SAS), Bepcis Big 16 uepBHsa 2021
poKy, pociiicbkoto Mosor; MOCIBHUK 3 TMPOBEAEHHA CTPYKTYPOBAHOIO IHTEPB'HO I3
3ACTOCYBAHHAM LUKAN OLUIHKW AEMPECIT MOHTITOMEPI-ACBEPIA (LLKANA SIGMA), SIGMA
2011, Bepcia 1.2 Big 16 uepBHA 2021 poKy, YyKpaiHCbKOK MoOBOK; «PYKOBOACTBO IO
CTPYKTYPUPOBAHHOMY MHTEPBbLIO A/14 LWKANbI OLLEEHK AENPECCN MOHTIOMEPU-ACBEPT
(SIGMA), SIGMA 2011», Bepcia 1.2 Big 16 uepBHA 2021 poky, pociiicbkoio MoBoo; LLkana GAD-7,
Bepcis Big 16 uepBHA 2021 poKy, YKpailHCbKOK Ta pocilicbkoo mMoBaMu CaMOOLjiHKa: eKkcnpec-
onuTyBaHHA LWo[o AenpecuBHoi cumnTtomatuku (QIDS-SR16), Bepcia Big 16 yepBHA 2021 poky ,
YKpaiHCbKOIO MOBOI; «KpaTkuii ONpoOCHMK MO cuMnToMaMm fenpeccuu A/ camoCcTosTe/IbHOro
3anonHeHus (QIDS-SR16)», Bepcisa Big 16 uepBHA 2021 pOKy, POCIiCbKOO MOBOI; IHCTpPyKUia 3
3aMnoBHIOBaHHA onuTyBanibHuUKa QIDS-SR16, Bepcia Big 17 nuctonaga 2021 poky, aHrAiliCbKoo
MoBoOI0; Bpowypa gocnigHuka gocnigkyBaHuii NikapCcbKWUA 3aci6 nymaTtenepoH, BugaHHAa 16 Big 02
yepBHA 2022 poKy; MoaoBXeHHA TPUBAJIOCTI KNiHIYHOrO BUNPOOYBaHHA B YKpaiHi fo 31 nunHa 2023
POKY 00 NPOTOKO/Y KNIHIMHOTO AOCAiMKEHHS «PaHaoMizoBaHe, noAgiiiHe cnine, niaueb0-KOHTPOIbOBaHe,
GaraToLEHTPOBE AOC/IMKEHHS 3 METOK OLIHKA e(IEeKTMBHOCTI Ta 6Ee3Me4YHOCTi JiymaTenepoHy Yy SKOCTI
[04aTKOBOT Tepanii Npu NikyBaHHI NaLEHTIB 3 BEIMKAM AENPECUBHMM PO3/1aaoM», Ko AocnigxeHHs ITI-007-
501, 3 nonpaskoto 2 Big 20 cepnHa 2021 poky; cnoHcop - Intra-Cellular Therapies, Inc., United States
3adaBHuK - TOB «lNpem’ep Pecepy YkpaiHa»

BYNO CTANO
4.M.H. Mopo3 C.M. 4.M.H. Mopo3 C.M.
KomyHanbHe nignpuemcTBo «[HinponeTpoBcbKa | KOMyHanbHe MiaNpueEMCTBO «[HinponeTpoBCbKa
o6nacHa KniHiyHa nikapHAa iM. LI. MeuHukoBa» | GaraTonpodpisibHa KniHiYHA NiKapHA 3 HagaHHA

[HinponeTpoBcbKOi 0651acHOi pagn, ob6nacHwuii | ncuxiatpuyHoi  Agonomoru»  [HINponeTpoBCLKOT
LEHTP McuxocomMaTM4HUX po3nagiB Ha 6asi | obracHoi  pagu», NCUXOCOMATUUYHUIA  LIEHTP,
NCUXOHEBPOJIONiYHOro BigAineHHa, M. [IHinpo M. [JHinpo

Ne n/n M.1.6. BignoBiganbHOro gocnigHnkKa
HasBa Micusl NnpoBefeHHS KIIHIYHOrO BUNPO6YBaHHS

1. nikap ®inby, HO.O.
KomyHasnibHe HekomepuiiHe nignpremctBo JIbBIBCbKOI 06s1acHOT paan «J1bBiBCbka ob6nacHa
KNiHiYHa ncuxiaTpuyHa nikapHa», BigaiieHHs Ne25 | M. JIbBiB

13. OHoBNeHa Bepcia bpowypu gocnigHUKa AOCNigKyBaHOro flikapcbKoro sacooy MaciTuHio Bepcis
1.0, BupgaHHA 2022 Big 7 KBiTHA 2022 [0 NPOTOKOMY KNIHIYHONO JocnifpkeHHs «baraTtoueHTpoBe,
NMpOCMNeKTUBHe, paHAOMi3oBaHe, MoABiiHe cnine, nnauebo-KoHTposiboBaHe aochimpkeHHs 1l dasn, wo
NPOBOAUTLCA NPOTATOM 24 TWKHIB 3 MOXJ/IMBICTIO MOAOBXEHHS TEPMiHY JliKyBaHHA, Yy OBOX NapasesibHUX
rpynax 3 paHiomisauicto nauieHTiB y chiBBigHOWEHHI 1:1, 3 MeTOK OUiHK/ edeKTUBHOCTI Ta 6e3neku
NepopasibHOr0 MACITUHIGY y MOPIBHAHHI 3 Miauebo Npv AiKyBaHHI NauieHTIB 3 MOBISIbHO NPOrpecyymmM
CUCTEMHUM Ta IHAOMIEHTHUM CUCTEMHMM MacTOLMTO30M 3 TSOKKMMM CMMNTOMATMYHMMMK NPOSiBAMMU,
pe3nCTEHTHMM [0 ONTUMasIbHOI CMMMTOMATUYHOI Tepanii», ko4 gocnimpkeHHa AB15003, sepcis 7.0 Big 15
nunnHsa 2021; cnoHcop - AB Science, ®paHuis

3asaBHUK - TOB «CiHepmku 'pynn YkpaiHa», YKpaiHa

14. IHchopmauiiiHnii IUCT NaulieHTa CTOCOBHO fAili B yMoBax naHgeMii (Takoi sk COVID-19) a6o iHwwux
BaXIMBUX NOAIN, AKi BNINBAOTb Ha yuyacTb Y gocnimkeHHi [IHchopmauiiiHnii nuct pnsa yuyacHuka
KNiHiYHOro BUMPOOYBaHHA], Bepcia ANA YKpaiHu Bif 26 OGepe3Ha 2022 poKy, YKpaiHCbKOK Ta
pociiicbkolo MoBaMW [0 MPOTOKOAY KAIHIYHOrO AocChimkeHHs «PaHAoMizoBaHe, noABiiHe chnine
pocnipkeHHs |l dpasu ona nopiBHAHHA Npenapaty YnagaunutuHio (ABT-494) y surnsagi MoHoTepanii oavH pas
Ha OeHb 3 MeToTpekcaToMm Yy BUINAAI MOHOTepanii y NauieHTiB 3 cepefHbOTSKKOK Ta TAXKOH dhopMamu
aKTVBHOIO PEBMAaTOIAHOIO apTpUTy, L0 paHille He OTpUMyBasiM MeToTpekcat», Kog, focimpkeHHs M13-545, 3
iHKopriopoBaHuMn AamiHicTpatueHumun 3miHamn 1, 2, 314 Ta MNonpaskamu 1, 2, 3, 4, 5, 6, 7 T1a 8 Big 03 rpyaHA
2020 poky; cnoHcop - E66BI IHk, CLLUA / AbbVie Inc., USA



3asBHUK - «E66BI BioghapmacktoTikans FTM6X», LLseliuapis

15. 3miHa KOHTPAKTHOI AOCAIAHULBLKOI OpraHisauii, BiAgnoBiganbHOI 3a BUKOHAHHA BaXX/IMBUX 3aBAaHb
y pamKkax KniHiyHoro Bunpo6yBaHHs 3 TOBAPUCTBA 3 OBMEXXEHOKO BIAMNOBIAA/BHICTHO
«®APMACBLIOTIKAN PICEPY ACCOYLUMEWNTC YKPAIHA» (TOB «®PA YKPAIHA») Ha MignpuemcTBo 3
100% iHosemHoOlO iHBecTuuiclo “ANK’IOBIA PAC Ykpaina”; Bpolwypa gocnigHuka AkanaGpyTiHio
(ACP-196), BugaHHa 11.0 Big 21 nwotoro 2022 poKy, aHrIiACbKO MoOBOK; [JonoBHeHHA 1 po
iHchopmauiiiHoro nuctka Ta ¢popmu iHchopmoBaHoi 3rogu Bepcia V1.0UKR(uk)1.0, Big 22 uepBHa 2022
POKy, nepeknag yKpaiHCbKo MOBOLO Big 02 cepnHA 2022 poKy; JonoBHeHHA 1 Ao iHopmauiiiHoro
nuctka Ta popmum iHcpopmoBaHoi 3rogu Bepcia V1.0UKR(ru)l.0, Big 22 uepBHA 2022 pokKy, nepeknag,
pociiicbkolo MmoBoto Big 02 cepnHAa 2022 poKy; KapTka yyacHuKa gocnigxeHHs, Bepcis 1.0UKR(uk)1.0
Bif 24 yepBHA 2022 pokKy, NepeKknag yKkpaiHCbKo MoBoto Bif, 30 uepBHA 2022 poky; KapTka yyacHuka
pocnipxkeHHs, sepcia 1.0UKR(ru)1.0 Big 24 uepBHA 2022 poKy, Nnepeknag yKpaiHCbKO MOBOIO Big 01
nunHa 2022 poKy [0 NPOTOKOSY KAiHIYHOro AochifkeHHA «PaHaomizoBaHe, GaraToueHTpoBe, Biakpute
pocnipkeHHs 1l asu Akana6pyTtiHioy (ACP-196) B nopiBHAHHI 3 abo lgenanicioom y noefHaHHI 3
Putykcumabom, abo beHgamycTiHOM Yy noegHaHHi 3 PutykcMmabom, Ha BUGIp [OCNiAHUKA, Y NauieHTiB 3
peuMamByoHOl0 abo pedipakTOPHOK XPOHIYHOK AiMAIOLUMTApHOK JieikeMielo», kog gocnigpkeHHs ACE-
CL-309, 3 iHKoprnopoBaHoto nonpaskoto, Bepcisa 8.0 Big 26 TpasHa 2021 poky ; crnoHcop - Acerta Pharma BV,
HinepnaHau

3asBHYK - MignpremMcTso 3 100% iHo3eMHot0 iHBecTuLje «AVK'IOBIA PAC YkpaiHa»

BYNO CTANO
TOBAPUCTBA 3 OBMEXXEHOHR | Nignpuemcteo 3 100% iHO3eMHOIO iHBECTULiEI0
BIANOBIAANBHICTIO «DAPMACBLIOTIKAN | “AWK’IOBIA PAC Ykpaina”
PICEPY ACCOYLUVENTC YKPAIHA» (TOB «®PA
YKPAIHA»)

16. IHchopmaunia Ta A4OKYMEHT npo iHhopMoBaHy 3rogy Ajs nauieHTta, YKpaiHa, MK-7339-008, Bepcis
6.01 Big 12 nunHsa 2022 p., yKpaiHCbKOK MOBOIO; IH(hopmauia Ta JOKYMEHT nNpo iHhopmoBaHy 3rony
ANA nauieHTa, YKpaiHa, MK-7339-008, Bepcia 6.01 Big 12 nunHa 2022 p., poCiiCbKOIO MOBOIO; 3MiHA
BiANOBifaNbHOroO AOCAIQHMKA [0 NPOTOKOMY KAIHIYHOTO gocnigxeHHs «docnimkernHs Il dasm ans
nem6ponisymady y komb6iHauii 3 kapbonnatuHom / TakcaHoMm (makniTakcesn abo Hab-naknitakcen) 3
nofasibLUMM BBEAEHHAM neMoponisymady y KombiHauil 3 nNigTprmyoumMM NikyBaHHAM onanapubéom abo 6e3
HbOro B AKOCTI Tepanii nepLwoi MiHil y nauieHTiB i3 MeTacTaTuyHUM MNJIOCKOKNITUHHUM HeApiGHOKNITUHHUM
pakom nereHis (HOKP/T)», koa nocnimkeHHA MK-7339-008, 3 iHkoprnopoBaHot nornpaskoto 05 Big 18 ntoToro
2022 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/, YkpaiHa»

BYNO CTANO
3aB.Big. Ko63es O.1. nikap /leoHosa B.B.
KomyHasbHe HeKomepLUiiHe nignpuemcTso | KomyHasnbHe HekomepLiiHe nigNnpUeEMCTBO
«O6nacHNiA  LUEHTP  OHKOJIOFi»,  OHKOXIpypriyHe | «O6MacHNA  LEHTP  OHKOJIOFi»,  OHKOXIpypriyHe
BiAAiNEHHs1 OpraHiB rpyAHOT MOPOXHWHKN, M. XapKiB | BiAAi/IeHHS OpraHiB rpyAHoOi NOPOXHUHW, M. XapkiB

17. OHOBEHUIA NPOTOKO KAiHiUHOro gocnimkeHHa MS200662_0001, Bepcia 13.0 Big Big 02 uepBHA
2022 pokKy, aHrniicbkolo moBoto; IHdopmauis pna naudieHta i c¢hopma iHpopmoBaHOI 3rogu:
MS2006622_0001 ®I3 gna OCHOBHOIO AOCAIgKEHHA, YacTUHA 2, AnA YKpaiHu, pegakuia 3.0 Big 18
aunHAa 2022p. (MS200662_ 0001 LWa6noH ®I3, peaakuia 9.0 Big 05 nunHa 2022p.), yKpaiHCbKOIO,
pociiicbkoto, aHrniicbkoro MmoBamu; Bpolwypa gocnigHuka, TL-895, Bepcis 6.0, 16 uepBHsa 2022 poky,
aHrniicbkoo mMoBoto; IHchopMmauiiiHuii GloneTeHb NPO AOCAIMKEHHA ANA MeAUYHUX NpauiBHUKIB:
Bepcis 4, 14 nunHa 2022 p, yKpaiHCbKOIO, POCilficbKOI0, aHrNificbkoo moBamu; KOHTponbHWIA nepenik
ANA BUKOpUCTaHHA nepeg CkpuHiHrom: Bepcis 4, 14 nunHa 2022 p., YKPAiHCbKOIO, POCiiiCbKOlo,
aHrnificbkoo MoBamu; KapTka onsa AocnigHuKIiB i3 nepesliikoMm KpUTepiiB BKIIOYEHHA/HEBK/IOUEHHS
3rigHo MpoTokony kniHiyHoro aocnimkeHHss MS200662_0001, Bepcia 13.0 Big 02 uepBHA 2022 poKy,
aHrNiNCbKOIO MOBOIO; 3MiHA KOHTAKTHOI 0CO6U CnoHcopa 40 NPOTOKO/Y KAIHIYHOTO JAoCAimpKeHHA «dasa
I/ll, pocnimkeHHs NepLUoro 3acTocyBaHHA y niogei npenapaty TL-895 3 eckanaujieto Ao3v y NauieHTIB 3
peunanBHuMn/pedpakTtepHuMM  B-KNITUHHUMK  3/710SKICHUMK  3aXBOPHOBaAHHAMM  Ta i3 NoAablUNM
3aCTOCYBaHHAM Y NaLE€HTIB 3 XPOHIYHUM AIMAIOLUTAPHUM NTENKO30M abo ApiGHOKMITUHHOK AiMGoUUTapPHOD
nimchomolto, SiKi paHile He OTpUMyBasM MiKyBaHHA, Ta NauieHTiB 3 peunanBHuMm/pedopakTepHUM XPOHIYHUM



nimdounMTapHuM  nieilikozom  abo  peumavBHO/pedpaKkTEPHOK  APIGHOKNITUHHOK  NiMd)OLUMTapHO
nimdomoto», kog, gocnimkeHHsa MS200662_0001, sepcia 12.0 Big 14 rpyaHa 2021 poky; cnoHcop - «Tenioc
dapma, IHK» [Telios Pharma, Inc.], CLLA

3asABHK - TOBAPNUCTBO 3 0BMEXEHOIO BiANOBiganbHicTI0 «MEAMENC YKPAIHA»

BYNO CTAJIO

N..b. kKoHTakTHOI oco6u: Patricia Ryan | N..Lb. kKoHTakTHOi oco6u: Khushboo Vyas
MicuesHaxomKeHHs OpuaAnUYHOI ocodou | micue | MicuesHaxomKeHHA pPUANYHOI ocobu | micue
NpoXuBaHHA cpismuHoi 0oco6u: | NPOXUBaHHSA cpismuHoi ocobu:
275 lUopnaiin Apavie, PeaBya CiTti, KanicdopHia | 275 LopnaiiH paiiB, PegByg CiTi, KanidpopHis
94065, CLUA 94065, CLLUA

[275 Shoreline Drive Redwood City, CA 94065 | [275 Shoreline Drive Redwood City, CA 94065
USA] USA]

KOHTaKTHuii TenedoH: - dakc: - | KOHTaKTHUM TenedoH: - dakc: -
Apapeca en.nowTu: pryan@teliosphanna.com Apapeca en. nowtu: kvyas@teliospharma.com

18. 3miHa BignoBigasibHOro aocnigHnkKa; 3MiHa Ha3BU Micua NpoBeAeHHS BUNPOOYBaHHS 10 MPOTOKOY
KMIHIYHOTO JochigpkeHHs «PaHgomizoBaHe, noggiiHe cnine, niaueb0-KOHTPO/bOBaHe, 6GaraToueHTpoBe
pocnigpkeHHs 3b gpasy 3 METOH OLHKM e(heKTUBHOCTI Ta 6€3MeYHOCTI NiALKIPHOrO BBEAEHHS TycesibKyMaoy
ONA 3MEHLIEHHSI O3HaK | CUMMNTOMIB Ta CMOBI/IbHEHHS PEHTIeHOJI0NYHOT NPOrpecii y nauieHTiB 3 akTUBHUM
ncopiaTU4HMM apTpuToM», KoA aocnimpkeHHa CNTO1959PSA3004, nonpasBka 2 Big 04 TpaBHA 2022 poky;
crnoHcop - Janssen Pharmaceutica NV, Belgium / fAAHcceH ®apmaueBTrka HB, Benbris

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

BY/NO CTANO
nikap KaukoBcbka B.B. O.M.H., npod. Mpuctyna /1.H.
KomyHasnbHe HekomepLinHe nignpuemcTeo | KomyHasibHe HekomepLiiHe nigNnpPUeEMCTBO

Cymcbkol o6nacHoi pagn «Cymcbka o6nacHa | Cymcbkoi o6nacHoi pagn «Cymcbka o6nacHa
KNiHiYHa nikapHsa», TepaneBTUUYHe BiAAINEHHA, | KIiHIYHA NikapHA», peBMaTosoriyHe BiafiNeHHs,
CyMmcbknii - gepxaBHuii  yHiBepcuTeT, MeguuHuii | CYMCbKUA [AepXaBHUA YHiBEpCUTET, HaBUYas/IbHO-
iHCTUTYT, Kadlegpa BHYTPIWHLOI MeAUUVMHW 3 | HAyKOBUII  MeAWYHMIA  IHCTUTYT,  Kadegpa
LEHTPOM pecnipaTopHOT MeauumHu, M. Cymu BHYTPILWHLOI MeANLUMHU 3 LEHTPOM pecnipaTtopHoi
MeanumHu, M. Cymn

19. fopaTtok fo chopmu iHchopMOBaHOI 3roam nig Yac KPM30BOi cuTyauil B YKpaiHi gna gocnigKeHHs
BN42082, Bepcia 1.0 gna YKpaiHM YKPaAiHCbKOIO Ta POCIiiCbKOO MoBamu Bif 26 cepnHa 2022 p. Ha
OCHOBI MaiicTep-Bepcii gogatka 1 o ®I3 nig yac Kpu3oBOI cutyauili B YKpaiHi ana gocnigkeHHsA
BN42082, Bepcia 1 Big 23 cepnHa 2022 p. A0 NPOTOKO/Y KiHIYHOrO AocnigpkeHHs «baraToueHTpose,
paHAoMi30BaHe, MoABiliHE chine, KOHTPOSbOBaHe AocnimkeHHs da3n lllb gns ouiHkM edeKTMBHOCTI,
6e3neyHoCcTi Ta (PapMakoKiHETUKM BULLMX [03 OKpenisymaly y [Opocnux NauieHTiB 3 peuuanByHouum
pO3CitHUM CK/lepo30oM», Kog pocnigpkeHHa BN42082, sepcia 3 Big 27 xoBTHA 2021 p.; cnoHcop -
®.XodhdmaHH-/15 Pow fTa, LWBeiuapis

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

20. JopaToKk Ao dopmu iHhopMoOBaHOIT 3roaun nig, Yyac KPU3OBOI cUTyauiil B YKpaiHi ANA [OCNiAKEHHSs
BN42083, Bepcia 1.0 gna YKpaiHM YKPaiHCbKOIO Ta POCIiCbKO MoBamu Bif 26 cepnHa 2022 p. Ha
OCHOBI MaiicTep-Bepcii gogatka 1 o ®I3 nig yac Kpu3oBOoI cutyauil B YKpaiHi gna pocnigkeHHsA
BN42083, Bepcia 1 Big 23 cepnHa 2022 p. A0 NPOTOKO/Y KiHIYHOrO AocnigpkeHHs «baraToueHTpose,
paHAomi3oBaHe, MNOABiHE chnine, KOHTPOsibOBaHe pAochigxeHHs a3m lllb ans ouiHkn edeKTUBHOCTI,
6e3neyHoCcTi Ta (hapMakoKiHETUKN BULLMX [03 OKpenisymady y [Opoc/ivX 3 MepBUHHUM MPOrpecyoynm
PO3CitHUM Ck/lepo30oM», Kog pocnimpkeHHs BN42083, Bepcia 3 Big 28 xo0BTHA 2021 p.; cnoHcop -
®.XodhdmaHH-/15 Pow JTa, LBeiuapis

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

21. 3miHa BignoBiganbLHOro gocnigHUKa y Micui npoBeAeHHs K/iHIYHOro BUNPOGYBaHHA [0 NPOTOKOJTY
KNIHIYHOTO  JOCHIMKEHHA «52-TMXXHEBE, paHAoMi3oBaHe, MOoABiHe cnine, nnauebo KOHTPO/bOBaHe
OOCMNIMKEHHST Y napasiefibHUX rpynax 3 MeTOK OUiHKA e(peKkTMBHOCTI Ta 6e3neyYyHoCTi ABOX A03 npenapary
CHF6001 y chopmi cyxoro MOpOLUKY ANs iHransauii, Wwo AogarTbes A0 NigTPMMYyoYol NOTPIiHOT Tepanii y
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nawieHTiB i3 XPOHIYHUM OBCTPYKTUBHMM 3aXBOPHOBAHHAM siereHb (XO3/1) Ta XPOHIYHMM OPOHXITOM», KOZ
pocnipkeHHsa CLI-06001AA1-04, sepcia 4.0 Big 18 6epe3Hs 2022 poky; cnoHcop - «K'e3i dapmMaueBTidi
C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis

3asBHUK - TOBAPUCTBO 3 0GMEXEHOI0 BiANoBiAasibHICTIO «/TABKOPM K/IHIKAMT AEBE/IONMEHT YKPAIHA»

BYNO CTANO
A.M.H., npoch. AwmHa /1.0. nikap MockaneHko C.M.
[epxaBHa ycTaHoBa «HauioHanbHWii IHCTUTYT | [lepxaBHa YycTaHoBa «HauioHaslbHWA  IHCTUTYT
TusiaTpii i nynemoHonorii iMm. ®.I. AHoBcbkoro | prusiatpii i nysnbmMoHonorii iM. ®.I. AHOBCLKOro
HauioHanbHOT akagemii MeguyHux Hayk YkpaiHuw», | HauioHanbHOi akagemii MefuyHuX HaykK YKpaiHu»,
BiOAINEHHS fOjarHoCTuKW, Tepanii Ta KAIHIYHOI | BiAAINEHHA  AiarHOCTMKKW, Tepanii  Ta  KNiHiYHOT
hapmakonorii 3axBoproBaHb /1ereHb, M. Kuis (hapmakoorii 3aXBOpoBaHb /1ereHb, M. Kuis

22. bpoulypa gocnigHuka aocnigKyBaHoro nikapcbkoro 3acooy ARGX-113 (Efgartigimod), BugaHHsa
10.0 Big 23 nuctonaga 2021 p., aHrniiicbkoo MoBoto; floaatok o IHopmauii gns nadieHta Ta hopmu
iHhopmoBaHoi 3rogu AnsA YKpaiHu, aHrniiicbKolo MoBolto, Bepcis 1.0 Big 31 TpaBHA 2022 p.; Joaatok Ao
IHcbopmauil ana nauieHTa Ta popmu iHchopmMmoBaHOT 3roau ANnA YKpaiHu, YKpaiHCbKOKO MOBOIO, Bepcisa
1.0 Big 31 TpaBHA 2022 p.; AoaaTtok go IHchopmauil ans nauyieHTa Ta popmu iHhopmoBaHoi 3rogun ansa
YkpaiHu, pocilicbkolo moBoto, Bepcif 1.0 Big 31 TpaBHsa 2022 p.; IHchopmauin ansa nauyieHTa Ta popma
iHhopMmoBaHOi 3rogu p[ns YKpaiHW, aHrniicbkoro MoBolo, BepciA 6.0 Big 17 nwToro 2022 p.;
IHchopmauia gna naudieHTa Ta ¢popma iH(popmoBaHOI 3roauM ANA YKpaiHU, YKPaiHCbKOK MOBOLO,
Bepcia 6.0 Big 17 notoro 2022 p.; IHdopmauia ana nauieHta Ta ¢popma iHhopmoBaHoi 3rogn Ans
YKpaiHu, pociiicbkolo MOBOI0, Bepcis 6.0 Big 17 ntotoro 2022 p.; COVID-19 NopaTtok Bepcii 4.0 Big,
17moToro 2022 p. go IHdopmauii gna naugieHta i copmu iHchopmoBaHOI 3rogn AnA YKpaiHu,
aHrniicbkolo MoBoo, Bepcisa 6.0 Big 17 notoro 2022 p.; COVID-19 fopatok Bepcii 4.0 Big 17nt0T10ro
2022 p. po IHchopmauii ansa nayieHta i popmu iHhopmoBaHOiI 3rogn aNnA YKpaiHu, yKpaiHCbKOK MOBOIO,
Bepcis 6.0 Big 17 notoro 2022 p.; COVID-19 floaatok Bepcii 4.0 Big 17 ntotoro 2022 p. go IHopmadii
Ana nauieHta i hopmu iHchopmoBaHoOi 3rogn Ansa YkpaiHu, pocilicbkoo mMoBolo, Bepcia 6.0 Big 17
noToro 2022 p. 4o NPOTOKO/Y K/iHIYHOro BUNPOBYyBaHHA «BigkpuTte npogoBxeHHA gocnigkeHHa ARGX-113-
1802 p[nA BMBYEHHA [OBrOCTPOKOBOI 6e3MeyHOCTi, MepeHoCUMOCTi Ta eeKTMBHOCTI npenapary
EdrapTirimog PH20 ansa nigwkipHoro BBeAEHHA Yy NaUieHTIB i3 XPOHIYHOK 3anaibHOK AeMiENiHI3yUot0
noniHeiiponaTieto (X34M)», kog gocnimkeHHs ARGX-113-1902, sepcis 4.0 Big 07 ciuHa 2021 p.; cnoHcop -
argenx BVBA, Belgium/ apmpxeHkc BBBA, benbris

3anBHuK - ToBapucTeo 3 ObMexeHot BignosigasbHicTio «KoHTpakTHO-JocnigHnubka OpraHisauis IHHogapm-
YkpaiHa»

23. OHoBNEeHuiA NPOTOKOJ KNiHiyHOro pgocnigpkeHHss MOR208C310, ocTtaTouHa pegakuia 6.0 Big 12
nunHsa 2022 p.; CUHONCUC OHOB/IEHOIO NPOTOKOJY AOCiMKEHHSA, OcTaTOYHA peaakuis 6.0 Big 12 nunHa
2022 p., nepeknag 3 aHrNificbkoi MOBM Ha yKpaiHCbKy MOBY Big 05 cepnHs 2022 p.; IHchopmauiiiHuii
nucTokK nauieHTa i popma iHchopmoBaHoi 3rogn (Ha ocHoBi pepgakuil 5.0), octaTouHa pepaxuis 3.0
aHrniicbKo MOBOIO ANA YKpaiHu Big 07 yepBHs 2022 p., octatouHa pegakuis 3.0 yKpaiHCbKOK MOBOLO
AN YkpaiHu Big 07 uepBHA 2022 p., octaTouHa pegakuis 3.0 pociiicbkolo MOBOIO Ans YkpaiHu Big 07
yepBHA 2022 p.; focbe aocnipKyBaHOro Jsiikapcbkoro 3aco6y (IMPD) tachacutama6 (Tafasitamab):
Posain 2.2 [okniHiuHi chapmakonorivyHi Ta TokcukosnoriyHi gadi | Non-clinical Pharmacology and
Toxicology Data Big TpaBHA 2022 p.; Po3ain 2.3 laHi npoBeAeHUX nonepeaHix KiHIYHUX gocnigXeHb
Ha noauHi | Clinical Trial and Previous Human Experience Data Big tpaBHA 2022 p.; MNMyTiBHUK i3
HagaHHA iH(hopMoOBaHOI 3rogM Ha y4yacTb y AOChiMKeHHi, pepakuis 1.0 Big 24 uepBHA 2022 p.,
ocTtatoyHa pegakuia 1.0 ykpaiHCbKOO MOBOK Bif, 24 uepBHA 2022 p., ocTaTouHa pepakuisa 1.0
pociiicbKolo MOBOIO Bif, 24 uepBHA 2022 p.; JlucT nikapto, pegakuis 1 Big 19 TpaBHs 2022 p., nepeknag, 3
aHrNificbKoi MOBM Ha yKpaiHCbKy MOBY Bifg 02 uepBHa 2022 p.; KapTka HanpaB/ieHHs nNaui€eHTa,
pepakuisa 1.0 Big 24 yepBHA 2022 p., ocTaToYHa pefakuia 1.0 ykpaiHCbKO MOBOIO Bif, 24 yepBHsA 2022
p., ocTaTouHa pegakuis 1.0 pociiicbkolo MOBOIO Big, 24 uepBHA 2022 p.; PeknamHuii noctep, peaakuis
1.0 Big 18 nunHa 2022 p., ocTaTto4Ha pegakuis 1.0 ykpaiHCbKoo MOBOI Big 18 nunHa 2022 p.,
ocTaTto4yHa pepakuis 1.0 pociiicbkolo MOBO1O Big 18 nunHsa 2022 p. 4,0 NPOTOKO/TY KAIHIYHOIO AOC/TiAKEHHS
«BbaraToueHTpoBe paHgoMi30BaHe, NoABIHO cnine, niaueb0-KoOHTpoIboBaHe gocnigpkeHHs Il hasm 3 meToro
OL|iHKM eheKTMBHOCTI Ta 6e3MeYHOCTI JlikyBaHHA TadpacutaMaGom y NOEAHAHHI 3 IeHaNigoMIA0M 40AaTKOBO
o ximioTepanii 3a cxemoto R-CHOP y nopiBHAHHI 3 XiMioTepanieto 3a cxemoto R-CHOP y naujieHTiB 3 ynepLue
BMSIBNEHO ANGPY3HOK B-KpynHOKAITUHHO nimdiomoto (ABKJ), siki paHile He Npoxoannn NikyBaHHS 3a UMM
nokasaHHsAM | BXO4ATb [0 [PYNyM BUCOKOTO MPOMDKHOTO abo BMCOKOrO PU3MKY», KOL OOCNILKEHHS
MOR208C310, octatouHa pegakuisa 4.0 Big 17 yepsHa 2021 p.; cnoHcop - «MopchoCuc Al» [MorphoSys AG],
HimeuunHa



3aasHuK - TOBAPUCTBO 3 OBMEXXEHOHO BIAMOBIAANBHICTHO «Ml EC AA-YKPAIHA»

24. bpoluypa gocnigHuKa AocnigxyBaHoro fikapcbkoro 3aco6y Jiycnartepuent (ACE-536), Bepcia 15.0
Bif 23 uepBHsA 2022 p., aHrniicbkolo MoBoto; ACE-536-MDS-002, IHdhopmauisa gna naugieHTta i oopma
iHhopmoBaHOi 3roau aHrNiNicbKO MOBOIO ANns YKpaiHu, Bepcia 7.0 Big 12 cepnHa 2022 p.; ACE-536-
MDS-002, Indhopmaduis ansa naudieHTa i popma iHhopmoBaHOI 3roan yKpaiHCbKOKO MOBOIO ANA YKpaiHu,
Bepcia 7.0 Big 12 cepnHa 2022 p.; ACE-536-MDS-002, IHdopmauis ana nauieHta i copma
iHchopMOBaHOI 3roau pociiicbKo MOBOLO AJ1s1 YKpaiHu, Bepcifa 7.0 Big 12 cepnHA 2022 p. 40 NPOTOKOY
KNiHiYHOro gocnimkeHHs «Bigkpute, paHaomizoBaHe aocnimkeHHs da3n 3 Ansd nopiBHAHHA epekTUBHOCTI Ta
6e3neyHocTi npenaparty nycnatepuent (ACE-536) Ta enoeTunHy anba Anst AikyBaHHS aHeMii, CIPUUYNHEHOT
mMienogmcnnactmyHumm cuHgpomamu (MAC) 3 Ay>Xe HU3bKMM, HU3bKMUM abo MPOMDKHUM PIBHEM PU3KKY 3a
IPSS-R, y nauieHTiB, AKi paHille He OTPMMYBa/IM CTUMYNIATOPU epuTponoesy Ta NoTpebyloTb NepesimBaHHA
epuTpounTiB», Kog pocnimpkeHHs ACE-536-MDS-002, nonpaska 4.0 Big 31 6epesHs 2022 p.; cnoHcop -
Celgene Corporation, USA/ CengxeH KopnopeiiwH, CLUA

3anBHUK - ToBapucTeo 3 O6MexeHot BignosigansHicTio «KOHTpakTHO-AOCiAHMLbKA OpraHizauis IHHoPapm-
YkpaiHa»

25. opaTok 1 Big nunHsa 2022 poky ao bpowypu gocnigHuka ansa RO6889450 Ralmitaront (TAARL(4)
Partial Agonist), Bepcia 7 Big »0BTHA 2021 poKy, aHIMINCbKOIO MOBOK [0 MPOTOKOMY KAIHIYHOIO
pocnimpkeHHs «PaHaomizoBaHe, noAgiiHe cnine, nnauebo- KOHTPO/IboBaHe AO0CNiMKeHH dhasun |l Ansa oujiHKK
edhekTiB npenapaty RO6889450 (PanmitapoHT) y naujieHTIB i3 wn3odpeHieto abo 3 Wn30adyekTUBHUM
po3nagom Ta HeraTMBHMMW cUMNTOMamn» , ko gocnigxeHHs BP40283, sepcis 6 Big 27 BepecHsa 2021 p.;
cnoHcop - ®. XogpcpmaHH-/1a Pow J1Ta, Wseliyapis (F. Hoffmann-La Roche Ltd, Switzerland)

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

26. 3miHa KOHTpPaKTHOI AocnigHULbLKOI opraHisauil B YkpaiHi Ha TOB «K/TIHIYHI BUMTPOBYBAHHSA»;
MpoaoBXeHHA CTPOKIB NPOBEAEHHA K/iHIYHOrO BMNPOOYBaHHA B YKpaiHi no 01 ciuHa 2025 poky;
IHhopMauiiHMii NNCTOK nauieHTa Ta dpopmMa iHpopmoBaHoOi 3rogun, Bepcia 3.0 gna YkpaiHu Big 20
nunHAa 2022 poKy, nepeknag, YKpaiHCbKo MOBOLO Big, 20 nunHA 2022 poky; IHhopmauiiiHnii NMCTOK
nauieHTa Ta ¢popma iHhopmoBaHoOi 3roau, Bepcia 3.0 gnsa YkpaiHu Big 20 nunHsa 2022 poKy, nepeknag,
pocilicbkolo moBow Big 20 nunHA 2022 poky; IHdopmauiiHuiA NUCTOK nauieHTa Ta dopma
iHcbopmoBaHoOi 3roau, Bepcia 3.0 ana YkpaiHu Big 20 nunHa 2022 poKy, Ha OCHOBiI MacTep-Bepcii 8.0
aHrnificbkolo MoBOIO Big 29 Gepe3HA 2021 poKy; peknamHa nucTiBka ans BeG-caiity, Bepcia ans
YKpaiHu 1.0 Big 28 uepBHA 2022 poKy, YKpaiHCbKOK MOBOIO; peK/laMHa IMCTIBKa 419 NawlieHTiB, Bepcia
ANnA YkpaiHu 2.0 Big 29 uepBHsA 2022 pokKy, YKpPaiHCbKOKO MOBOI; pechepasibHUiA NUCT A0 fikapis,
Bepcisa AnAa YkpaiHn 2.0 Big 29 uyepBHA 2022 poOKy, YKPAIHCHKOIO MOBOIO [0 MPOTOKOJY KAiHIYHOro
BMNpobyBaHHA «PaHfoMi3oBaHe, NnoAgiliHe chine, nnaueb0-KOHTPOIbOBaHe, 6araToLeHTPOBE AOCIAKEHHS 3
METOH MOPIBHAHHA ePEKTMBHOCTI Ta 6€3nevyHOCTi KOMBIHOBAHOro 3aCTOCYBaHHS OyAecOoHiaAy 4 Mr y HOBIN
cdopmi cynosuTopiiB i3 MecaslasauHoM A1 MepopasibHOro nNpuiioMy Ta MOHOTepanii MecanasuHoMm gfis
nepopasibHOro NPUiioMy y NaLieHTIB i3 rOCTPUM BUPA3KOBUM KOMITOM», Ko gocnimkeHHs BUS-5/UCA, Bepcis
4.0 Big 09 nuctonaga 2020 poky, 3 iHKOPNOPOBaHOKW nonpaBkok 02; cnoHcop - Ap. ®anbk dapma Mv6X,
HimeuumHa (Dr. Falk Pharma GmbH, Germany)

3anBHuK - TOB «K/NIHIYHI BUTTPOBYBAHHSA»

27. bpouwypa gocnigHuka AN13 C21 Bepcina 6.0 Big 05 nunHAa 2022 poky; 3anydyeHHA HoBoro MIMB o
NMPOTOKONY KNiHIYHOIo BUMPOBYBaHHA «baratoueHTpoBe, BigKpUTe BUMNPOOYBaHHA ddasu 2 3 OfHIEKD rpynoto
NiKyBaHHA ANa AoCNimKeHHA 6e3neyvHoCTi, epeKTUBHOCTI Ta hapmMakokiHeTUkn npenapaTy C21 y naujieHTis 3
igionatMyHUM nereHeBum piGpo3omM», Kog gocnigxeHHsa VP-C21-005, sepcia 7.0 Big 15 BepecHsa 2021 p.;
crnoHcop - «Bikop ®apma Ab» /Vicore Pharma AB, Sweden

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

No M.1.B. BignoBigasibHOro gocnigHNKa

n/n Ha3Ba Micus npoBeAEeHHS K/iHIYHOrO BUNPOBYBaHHS

1. | A.M.H., npod. OcTpoBCbKUiA M.M.
KomyHanbHe HekomMepLiiHe nignNprUemMcTBO «|BaHO-PpaHKIBCbKNiA obnacHwuii
PTU3I0NYILMOHONOTIYHMIA LeHTP IBaHO-®PpaHKiBCbKOI 06nacHOT paaw», BigaineHHs ny/ibMOHONOTIT
No2 , M. IBaHO-®PpaHKIBCbK




28. OHoBneHa Bpowypa gocnigHuka gnsa nikapcbKoro 3acody nemoponisymad, Bepcia 22 Big 13
TpaBHs 2022 poky; OHoBneHui iHhopmauliiiHMiA NTMCTOK ANA nayieHTa Ta popma iHhopMoBaHoi 3roau
Ana YkpaiHu, Bepcia 3.0 Big 11 nunHa 2022 p. aHrnificbkoro MoBoOK; OHOBNEeHWiT iHopmaLiiHKiA
JINCTOK ANA nauieHta Ta popma iHthopMmoBaHOi 3roau ans YkpaiHu, Bepcia 3.0 Big 11 nunHa 2022 p.,
YKpPaiHCbKOKO MOBOK [0 TMPOTOKO/Y  KiHiYHOro  gochnimkeHHa  «TACTI-002 (Two  ACTive
Immunotherapeutics): baraToueHTpoBe, Bigkpute aocrimpkeHHsa dasu |l y nauieHTiB 3 paHille HeslikoBaHUM
HeonepabenbHMM abo MeTacTaTMYHUM HeAPIOHOKNITUHHMM pakoM nereHi (HAP/T), a6o peunamsyoumm PD-X
pecpaktepHum HAOP/, abo peungnBytouMMm UM MeTacTaTUYHMM MAOCKOKAITUHHMM pakoM rosioBU Ta LINUT
(MPTLU), AKi OTPUMYHOTb PO3YMHHWUIA pEKOMBIHAHTHMIA 6inok LAG-3 echtunarimog anba (IMP321) y kombGiHai
3 nembponizymabom (aHTaroHicT PD-1)», ko gocnigkeHHsa TACTI-002, sepcis 4.1 chiHanbHa, Big 8 YepBHS
2021 poky; cnoHcop - Immutep S.A.S., ®paHuis

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

29. OHOBNEHUIT NPOTOKOJ1 KNiHiYHOro BUNnpo6yBaHHa M16-066, inkopnopoBaHuii Monpaskamu 1, 2, 2.01
(Tinbku gna Kutaro), 3, 3.01 (Tinbku ana HimeuuuHn), 4 Ta 4.02 (gNA YKpaiHu Ta Nnpunernux sapisHux
KpaiH) i AgmiHicTpatTuBHuMK 3MiHamu 1, 2, 3 Ta 4 Big 09 TpaBHA 2022 poky; IHcopmauiiiHuii nuct
nayieHTa CTOCOBHO fiii B ymoBax naHgemii (tTakoi sk COVID-19) aGo iHWMX BaXX/IUBUX MNOAiNA, AKi
BM/IMBalOTb Ha YydyacTb Yy pocnigkeHHi [IHpopmauiiHMiA nuct Ansa  ydyacHuMKa  KAiHIYHOro
BUNpoOyBaHHs], Bepcia 1.0 gna YkpaiHu Bifg 26 6epe3HA 2022 pokKy, YKPAIHCbKOK Ta POCIiCbLKOIO
MoBaMWU [0 MPOTOKO/Y K/iHIYHOrO BMNPOOYBaHHS «baraTtoueHTpoBe, paHAoOMi3OBaHe, NoAgiiHe chine,
nnauebo-KoOHTPO/IbOBaHEe 52-TMXKHEBE BIiAKPUTE MPOAOBXEHEe AOCNIMKEHHA NigTPUMYyOYoi Tepanii ans
BMBYEHHA ed)eKTMBHOCTI Ta 6e3neyHocTi PicaHkizymaGy Yy nauieHTiB 3 BUPa3KOBUM KONITOM», KO,
pocnigxeHHa M16-066, iHkopnopoBaHuii Monpaskamu 1, 2, 3 Ta 4 Big, 01 xxoBTHA 2020 poky; cnoHcop - AbbVie
Inc., USA

3anaBHuK - «<E66BI BiochapmacktoTikan3 FTmM6X», LLseliuapis

30. OHOBNEHWiI NPOTOKOJ K/iHIYHOro BUNpo6yBaHHA M16-067, iHkopnopoBaHuii nonpaskavu 1, 2, 2.01
(Tinbkn gna Kanagwn), 2.02 (tinbku agna Kurtaio), 2.03 (Tinbkn gna HimeuunHn), 3 ta 3.02 (anA YkpaiHu Ta
npunernux sagiaHNX KpaiH) i AgMiHicTpatTuBHMMK 3miHamu 5, 6, 7, 8 Ta 9 Big 09 TpaBHA 2022 poky [0
NPOTOKONY KIHIYHOTO AocnigXeHHs «baraTtoueHTpoBe, paHAoMi3oBaHe, noAgiiiHe cnine, nnaue6o-
KOHTpPO/IbOBaHe AOCAIMKEHHS IHAYKUIMHOI Tepanii Ans BUBYEHHS e(ekTMBHOCTI Ta 6e3neyvHOoCTi
picaHKizymaly y naLieHTiB 3 BUPa3KOBUM KOJTITOM Bif cepeHbOBaXKOT A0 BaXXKOT (DOPMU aKTUBHOCTI», KO,
pocnipkeHHss M16-067, iHkoprnopoBaHuii nonpaskamu 1, 2 Ta 3 Big 01 )oBTHA 2020 poky; cnoHcop - AbbVie
Inc., USA

3anaBHuK - «<E66BI BiohapmackioTikan3 FTmM6X», LLseliyapis

31. OHoBNEHMIT NPOTOKOJ KNiHIYHOro AocnimkeHHs 3 nonpaskoto 06, Bepcia 1 Big 23 TpaBHA 2022
POKy, aHriicbKo MoBoO10; OcHOBHa iHthopmauis npo gocnigxkeHHA 1a hopma iHpopMOBaHOT 3roaum,
Bepcia 6 Big 24 TpaBHA 2022p., aHrNiicbKkolo MOBOW; I|Hhopmauia ana nauieHta i dopma
iHbopMoBaHOi 3roaun, Bepcia Ana YkpaiHu Ne6 Big 15 yuepBHA 2022p. (Ha ocHOBi OCHOBHOI iHpopmaLiit
npo gocnimpkeHHA Ta hopmu iHchopMmoBaHOi 3roau, Bepcia 6 Big 24 TpaBHA 2022p.), YKpAiHCbLKOIO Ta
pocilicbkolo MmoBamu; LLlogeHHUK nauieHTa, Bepcia 6.0 Big 25 TpaBHA 2022 poKy, YKpaiHCbKOIO Ta
pocilicbkolo MoBamu; 3MiHA HOPUAUNYHOI agpecu CnoHcopa KiHIYHOro AOoCNigKeHHA [0 NPOTOKOoMy
KNiHIYHOro AoCnimKeHHA «[JOBrOCTPOKOBE pPO3LUMPEHE AOCAIMAKEHHS 3 OUIHKA 6e3nekn Ta edeKTUBHOCTI
npenapaty SAR442168 y y4acCHUKIB [OOCMAIMKEHHA 3 peuMauBYOUMM PO3CISHUM CK/1EepPO30M», KOA
pocnipkeHHa LTS16004, 3 nonpaskoto 05, Bepcia 1 Big 29 nunHa 2021 poky; cnoHcop - Genzyme Corporation,
USA (OxeHn3aiim KopnopeiiwH, CLUA)

3aaBHUK - TOB «CaHoi-ABEHTIC YKpaiHa»

BYNO CTANO
50 Binney Street, Cambridge, Massachusetts, | 450 Water Street, Cambridge, Massachusetts,
02142, United States of America 02142, United States of America.

32. OHoBneHui MpoToko KniHiuHoro gocnigkeHHs ICP-CL-00112, Bepcis 5.2 Big, 21 uepBHA 2022 poky
[0 NpPOTOKO/lY KMIHIYHOTO AoChimpKeHHs «PaHgomizoBaHe, mnoABiiHe cnine, nnauebo-KOHTPO/iboBaHe
OOCNiMKEeHHsT dhasn 2 Ans OuiHKM edeKTUBHOCTI, 6e3neyYyHOCTi, NepeHOCUMOCTi, dapMaKOKIHETMKM Ta
6i0N10rYHOT aKTMBHOCTI OpenadpyTUHIOY Y NauieHTIB i3 peunanByrYO-PEMITYIOUUM PO3CISHUM CKIEPO30M>,
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Koa pocnimkeHHs ICP-CL-00112, sepcia 5.1 Big 15 6epesHsa 2022 poky; cnoHcop - InnoCare Pharma, Inc.,
USA
3aaBHUK - MNignpuemcTso 3 100% iHo3eMHOoM iHBecTULicio «AK'IOBIA PAC YkpaiHa»

33. OHOBEHWI NPOTOKO KAiHiYHOro Bunpo6ysaHHa HLX10-005-SCLC301, Bepcia 5.0 Big 22 KBiTHA
2022 poky; dopma iHopmoBaHOI 3rogun Ans yyacTi y HAyKOBOMY KNiHIYUHOMY gocnigxeHHi, Mogenb
ANnA YKkpaiHn, Bepcia 7.0 Big, 27 TpaBHA 2022 poKy, YKPAiHCbKOIO Ta POCiicbKOKO MoBamu; flogaTkoBa
thopma iHchopMOBaHOI 3rogu Ha NiKyBaHHA MiCNA NporpecyBaHHA 3aXBOpPHOBaHHA (HEOGOB’A3KOBA),
Mogenb gna YKpaiHu, Bepcisa 5.0 Big 27 tpaBHa 2022 poKy, YKPAiIHCbKOIO Ta POCIACbKOIO MOBaMmu;
OHoOBJIEHE [0CbE AOCiIAKYBAHOro likapcbKoro 3aco6y HLX10 100 mr po3uuH gns iHdysiin, Bepcia 03
Bif, 24 TpaBHA 2022 poKy; 3miHa BignoBiganbHOro gocnigHuka; NMogoBXeHHA TPUBANOCTI K/iHIYHOro
BUNPOGYBaHHA B YKpaiHi A0 30 yepBHA 2023 poKy [0 MPOTOKOJY KNiHIYHOIo AoC/iAKeHHSA «PaHoMi3oBaHe
noagiiHe cnine 6aratoueHTpoBe gJocnifxkeHHs asm Il Ana nopiBHAHHA KAIHIYHOT edhekTUBHOCTI Ta
6e3neyHocTi HLX10 (pekoMbiHaHTHOro rymaHisoBaHOro MOHOK/IOHa/IbHOro aHtuTina go PD-1 (aHTu-PD-1)
Ansa iH'ekuiin) B KOMGiHaUil 3 XiMioTepanieto (kapbonnatuH + eTono3una) y paHille HenikoBaHUX NalieHTIB 3
nowmpeHo doopMolo ApiGHOKNITUHHOTO paky neredi (OKP/)», kog pocnigxkeHHs HLX10-005-SCLC301,
Bepcis 4.0 Big 05 nwotoro 2021 poky; cnoHcop - Shanghai Henlius Biotech, Inc., China / LWWaHxaii XeHniyc
BaiioTek, IHK., Kutaii

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

BifAiNeHHs1 opraHiB rpyAHOT MOPOXHUHN, M. XapKiB

BY/NO CTANO
3aB. Big. Ko63eB O.l. nikap /leoHoBa B.B.
KomyHanbHe HekoMepLiiHe nignpuemcTeo | KomyHasibHe HekoMepLiiHe nigNnpUeEMCTBO
«O6nacHUn  LIEHTP  OHKONOri’», OHKOXipypriyuHe | «O6GnacHUA  LEeHTP  OHKOJOriT», OHKOXipypriyHe

BiAZINEHHSI OpraHiB rpyAHoOT MOPOXHUHKN, M. XapKiB

34. OHOBNEeHWiT NPOTOKON KhiHiuHOro BunpoGyBaHHA No. BAY 2757556/20290 Bepcisa 14.0 Big 23
noToro 2022 p.; AocnigxkeHHAa 20290 IHdopmauis ans nauieHTa Ta popma iHhopmoBaHoi 3roau ans
y4yacHUKIB pocnigpkeHHs BikoMm Big 7 no 12 pokie, Bepcia 3.0 Big 22 nunHAa 2022 p. gna YKpaiHu
YKpalHCbLKOI0 MOBOIO Ha 6a3i OCHOBHOI Bepcii IHhopmauii gns nauieHTa Ta popmu iHpopmMoBaHoOT
3roguM AN yvdacHuKIiB gocnifkeHHs BiKOM Bif 7 go 12 pokiB, Bepcis 13.0 Big 28 6epe3Hsa 2022 p.;
HOocnipxeHHa 20290 IHcopmauis ana nauieHTa Ta popma iH(popMOBaHOI 3rogu ANsl yyaCHUKIB
pocnipkeHHA BikoM Big 12 no 14 pokiB, Bepcifi 3.0 Big 22 nunHa 2022 p. ansa YKpaiHU YKPaiHCbKOIO
MOBOIO Ha 06asi ocHOBHOI Bepcii IHchopmauii gna nauieHTa Ta copmn iHhopmoBaHOI 3rogu Ans
y4YyacHUKIB gocnigpkeHHs Bikom Big 12 go 14 pokiB, Bepcisa 13.0 Big 28 6epe3Hsa 2022 p.; AocnigKeHHsA
20290 IHchopmauis ana nayieHta Ta hopma iHpopMoBaHOi 3rogu ANA yYaCHUKIB AOCNIAKEHHSA BiKOM
BiA 14 po 18 pokis, Bepcisa 3.0 Big 22 nunHa 2022 p. gnsa YKpaiHM yKPaAiHCbKOK MOBOIO Ha 6a3i OCHOBHOT
Bepcii IHhopmauii gnsa nauyieHTa Ta popmu iHhopMoBaHOT 3roamn ANs YYaCHUKIB AOCNIAKEHHSA BiKOM
BiA 14 po 18 pokis, Bepcis 15.0 Big 28 6epesHs 2022 p.; AocnimkeHHs 20290 IHhopmauis ans nayieHTa
Ta hopma iHhopMOBaHOI 3roAn Ha yuyacTb Yy AOChigKeHHi ans aopocnux nauieHTis, Bepcia 3.0 Big 22
nunHsa 2022 p. Ansa YKpaiHu yKpaiHCbKOK MOBOIO Ha 6a3i OCHOBHOI Bepcil IHhopMaLii ana nauieHTa Ta
thopmu iHhbopMOBaHOI 3roAn Ha yyacTb Yy AOC/iMKEHHI ANa AOopOocnuX nauieHTiB, Bepcia 15.0 Big 28
6epesHAa 2022 p.; OocnimxkeHHa 20290 IHdopmauia ana 6aTbKiB nauieHTa Ta ¢popma iH(popmMmoBaHOI
3roau gnsa 6aTbKiB yyacHUKa AOCNimKeHHSA, Bepcia 3.0 Big 22 nunHa 2022 p. gnsa YKpaiHU yKpPaiHCbKOLO
MOBOIO Ha 6a3i ocHOBHOI Bepcii IHhpopmaLii gnA 6aTbKiB nadieHTa Ta popmu iHchopmoBaHoOi 3roau ans
GaTbKiB yuyacHukKa pocnipkeHHs, Bepcia 15.0 Big 28 Gepe3Ha 2022 p.; Aocbe [ocnigKyBaHOro
nikapcbKoro 3aco06y Bepcis 01 Big, 16 6epe3sHa 2022 p.; Bpowypa docnigHuka Bepcisa 9.0 Big 11 ntotoro
2022 p. OO0 NPOTOKOAY KNIHIYHOrO AocnimkeHHs «JocnigkeHHa 1/2 ¢asu 3acTocyBaHHA MNepopasibHOro
iHri6iTopy TRK napoTpekTiHIOy y nauieHTiB gUTAYOro BiKy 3 MPOrpecytymMmMy coAigHUMK nyxXavHamu abo
NEePBUHHUMW MyX/IMHAMW LLeHTPasibHOI HEPBOBOI cucTeMU», kog, focnimkeHHs No. BAY 2757556 | 20290,
Bepcis 13.0 Big 22 uepsHa 2021 p.; cnoHcop - baiiep KoHcblomep Kep AT, LLBeliyapis

3asBHUK - TOB «baliep», YkpaiHa

35. OHOBMEHUIA NPOTOKOJ1 KJliHiYHOro Bunpo6ysaHHA MK-7339-009 3 iHkopnopoBaHoto nonpaskoto 02
Big 18 TpaBHA 2022 poKy, aHrnificbkoro mMoBolo; 3MiHa Ha3Bu Ta agpecu CnoHcopa; Bpouwypa
pocnigHuka Pembrolizumab (MK-3475), BugaHHA 22 Big 13 TpaBHA 2022 poKy, aHr1iiCbKOO MOBOIO;
3miHa KiNnbKOCTi gocnimxyBaHux B YKpaiHi 3i 100 o 97 oci6; 3pa3ok nepBMHHOro MapKyBaHHs Olaparib
Bottle, Bepcis 2.0 Big 24 TpaBHA 2022 pokKy; 3pa3ok BTOPUHHOro mapkyBaHHA Gemcitabine Kit, Bepcis
2.0 Big 29 uepBHA 2022 poky; 3pa3oK NepBMHHOr0 MapKyBaHHA Gemcitabine Vial, Bepcia 2.0 Big 29
yepBHSs 2022 poKy; 3pa3oK CNPOLLEHOro MapKyBaHHA 3apeeCcTPOBaHOro B YKpaiHi NikapcbKoro sacooy,
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AAKNii 3aCTOCOBYETLCA B K/liHIUHOMY BUNPOGYBaHHI, Bepcisa 5, Big 22 nunHAa 2022; YkpaiHa, MK-7339-
009, IHchopmauis Ta AOKYMEHT Npo iHhopMoBaHy 3roay Ans nauieHTa, Bepcis 2.00 Big 02 cepnHa 2022
P. YKpaiHCbKOO MOBOIO; 3MiHA Ha3BU Micusl NPOBeAEHHs KAiHIYHOro BUNPOOGYBaHHA [0 NPOTOKO/Y
KMiHIYHOrO JocnimpkeHHa «PaHgomizoBaHe BigkpuTe AocnifpkeHHA dasn 2 Ta 3 Onanapuby y kombiHauii 3
Mem6ponizymabom y NopiBHAHHI 3 XiMioTepanieto y kombiHauil 3 Membponizymadbom nicns iHAYKUIT KIiHIYHOT
nepeBarm 3 MepLwo JiHIEW XimioTepanii y koM6GiHauii 3 Memb6ponizymabom y nauieHTiB 3 MiCLEBO-
peunavBylounM HeonepabesibHUM abo MeTacTaTMYHUM MOTPIHO-HEeraTUBHMM PakoM MOJSOYHOI 3a/103M
(TNBC) (KEYLYNK-009)», kog, gocnigpkeHHa MK-7339-009, 3 iHkopnopoBaHoto nornpaskoto 01 Big 02 yepBHSA
2021 poky; cnoHcop - «Mepk LWapn EHa doym Kopn.», godipHe nignpnemctBo «Mepk EHA Ko., IHK.», CLUA
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBigasbHICTI0O «MC/[], YKpaiHa»

BYNO CTANO

«Mepk Llapn eHO [Joym Kopn.», 0odipHe | TOB Mepk LLiapn eHO foym (Merck Sharp & Dohme
nionpuemcmso «Mepk eHO Ko., IHK.», CLUA, | LLC)

(Merck Sharp & Dohme Corp., a subsidiary of | Adpeca: 126 Icm JliHKosibH aseHr, n/c 2000,
Merck & Co., Inc., USA) Pageli, Hbro [xepci, 07065, CLUA (126 East
Adpeca: Mepk Apatis, 1, nowmosa ckpuHbka | Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
100, m. Balimxayc-CmetiwH, wmam Hbio- | USA)

Axepci, 08889-0100, CLLIA (One Merck Drive,
P.O. Box 100, Whitehouse Station, New Jersey,
08889-0100, USA)

BYNO CTAJIO
O.M.H., npod. AynHiyeHko O.C. O.M.H., npodh. AyaHiveHko O.C.
[JepxaBHa ycTaHoBa «IHCTUTYT 3aranbHOi Ta | [lepxaBHa ycTaHoBa «IHCTUTYT 3arasibHOi Ta
HeBigknagHoi  Xxipyprii  imeHi B.T. 3aliyeBa | HeBigknagHoi  xipyprii  imeHi B.T.  3aliyesa

HauioHanbHOT akaZieMii MeguyHuX HayK YKpaiHu», | HauioHanbHOT akageMii MeAuYHUX Hayk YKpaiHu»,
BiAfiNeHHA THiliHOT Xipyprii Ha 25 niKoOK 3 | BiggineHHs XipypriuHux iH(eKuUii Ta ycknagHeHoT
nanartol iHTEHCUBHOI Tepanii Ha 6 NKOK, | OHKOMOriYHOI naronorii Ha 25 NbKOK 3 nasaTolo
XapkiBCbka MeauyHa akagemisi nicnsagmniomMHol | iIH-TEeHCUMBHOI Tepanii Ha 6 NbKOK, XapkiBcbka
OCBITK, Katheapa OHKONOrIT Ta AUTAYOT OHKOAOTrIT, | MeAnyYHa akagemis nicnsaamMnioMHOT OCBITH, Kadeapa
M. XapkiB OHKOOriT Ta ANTSAYOT OHKOOTIi, M. XapKiB

36. JoaaTtok ansa YKpaiHvM A0 NpoTOKOJY K/iHIYHOro BUNpoGyBaHHA, Bepcia 1 Big 25 nunHa 2022 poky,
aHrniicbkolo MoBok; OHOB/eHa Gpolwypa gocnigHuka no npenapaty AZD6094 (HMPL-504, volitinib,
savolitinib), Bepcia 9.0 Big 06 nunHa 2022 pokKy A0 MPOTOKO/Y KIIHIYHOTO AOCMIMKEHHA «Bigkpute,
paHAomi3oBaHe, NopiBHIOBa/IbHE, HGaraTtoLeHTPOoBEe K/iHIYHEe [0CiMKeHHSA (ha3u 3 OuiHKN e(peKTUBHOCTI Ta
6e3nekn CaBONITiIHIOY B NOPiBHAHHI 3 CyHITiHIOOM Yy nauieHTiB 3 MET-N03MTUBHOW, HeornepabesibHOK Ta
JNIOKa/IbHO-NOLUMPEHOI, ab0 MeTacTaTMYHOK NamniISPHOK HUPKOBO-KAITUMHHOKW kapunHoMmow (NMHKP)», kopg,
pocnigpxeHHs D5082C00003, sepcis 6.0 Big 19 rpyaHs 2018 poky; cnoHcop - AstraZeneca AB, Sweden
3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

37. OHoBneHuii npotokon 3 MonpaBkotlo INT-8 Big, 27.06.2022 p.; JoaaToK [0 NPOTOKOJY KiiHIYHOro
pocnipkeHHa PCI-32765MCL3002: KepiBHULTBO 3 NpoOBeAEeHHA KAiHIYHOro AOCAigKeHHA nig uvac
BeJINKOro NoTpACiHHA Big 16.06.2022 p. aHrNificbkKO MOBOK [0 NPOTOKOY K/iHIYHOTO BUMNPOBYBaHHS
«PaHpomizoBaHe, noggiiHe cnine, nnaueboOKOHTPONbOBaHe KAiHiYHE AocnigpkeHHs 3 hasu iHribiTopa
TUpO3unHkiHasn bpytoHa (BTK), PCI-32765 (I6pyTuHi6), y KombGiHaLil 3 BeHaamMycTuHoM Ta Putykcumabom
(BR) y nauieHTiB i3 Brepwe AiarHOCTOBAHOK IM(OMOK MaHTIMHOT 30HW», KOA4 ~AOCNiMKEHHS
PCI-32765MCL3002, 3 nornpaskoto INT-7 Big 19.12.2019 p.; cnoHcop - «AHCCEH ®APMALIEBTUKA HB»,
Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HB», Benbris
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