JopaTtok

«Mepenik NpoOTOKONIB K/iHIYHUX BUNPOOGYBaHb JliKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJIIB KAiHIYHUX BUNPOGYBaHb, PO3rAAHYTUX Ha 3acigaHHAX HEP Ne18 Big 15.09.2022,
HTP N30 Big 15.09.2022, Ha siki 6yni1 oTpUMaHi NO3UTUBHI BUCHOBKU €KCNepTiB.»

1. «da3za la/b, BigkpuTEe [OCMIMHKEHHS 3 MOLWYKY ONTUMa/bHOI [03M 3 METOK OUHKM Ge3MneyvHOCTi i
TOKCMYHOCTI IHCTUANAUIA cevyoBoro Mixypa npenapatom TARA-002 y popocnvx nauieHTiB i3 M'A30BO-
HeiHBa3VBHNMM pakoM CEeYOBOro Mixypa BMCOKOrO CTYNeHs 3/108KICHOCTI», ko4 gocnigpkeHHs TARA-002-101,
Bepcis 2.0 Big 23 uepBHA 2022 poky, cnoHcop - MNMpoTapa Tepan'toTike, IHK. [Protara Therapeutics, Inc.]
daza- la, Ib

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

No MN.1.B. BignoBigasnbHOro gocnigHuka

n/n Ha3ga Micus npoBefeHHs KIiHIYHOro BUNPo6yBaHHS
Nikap JopoHiHa M.B.

1. MeanyHnin LeHTP ToBapMCTBa 3 OOMEXEHOI0 BifgNoBIAA/ILHICTIO «ApeHcia EkcnniopaTopi MegiciH»,
BiAAiN KNiHIYHNX AocAimKeHb, M. Kuis

2. «JocnimkeHHst edhbekTMBHOCTI Ta 6Ge3nekn 3acTtocyBaHHA cemarnytugy 2,0 mr nigwkipHo 1 pas Ha
TWXAEHb Y KOMOGIHAUIT 3i 3HVKEHUMW A03aMU iHCYNiHY TNapriH NOPIBHSAHO i3 3aCTOCYBaHHSM IHCY/IHY rapriH
B pexumi tutpauii y nauieHTiB 3 LUyKpoBUM fia6eTom 2-ro Tuny Ta HagMipHoto macoto Tina» (SUSTAIN
OPTIMIZE)», kog gocnigpxkeHHa NN9535-4801, cpiHasnibHa Bepcis 2.0 Big 23 nuctonaga 2021 poky, CnoHcop -
Novo Nordisk A/S, Denmark

®a3a - llIb

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

Ne MM.1.6. BiANOBIAANIBLHOrO AOC/IAHMKA, MpyMiTkN

n/n Ha3Ba Micus NpoBeAeHHSA K/iHIYHOro BUNPo6yBaHHSA

1. nikap €pbomeHko H.B. 3HATO 3 po3rnagy
MeanyHuii  LeHTp  ToBapucTBa 3  OOMEXEHOK  BiAnNOBiAa/ILHICTIO | 3a piLlEeHHAM
«Enitmegcepsic», M. 3anopixoks croHcopa

2. K.M.H. CMipHOB L.I.

KomyHanbHe HekomepuiliHe nignpueMcTBO XapkiBCbkoi 061acHoi  pagu
«O6nacHa KiHiYHa flikapHa», eHA0KPUHOOTIYHE BiAiIeHH:A, M. XapkiB

3. O.M.H. MorunbHuubka J/1.A.

KoMyHaslbHe HeKOMepLUiiHe NigNPUEMCTBO «XMesibHULbKa 06/1acHa NikapHs»
XMeNbHNLbKOT obnacHoi pagu, €HAOKPUHOOrIYHe BigAiNEHHS,
M. XMeTbHULbKINIA

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

KomMyHanlbHe HekomepujiiHe nianpMEMCTBO BennkobipKiBCbKOI  CeMULLHOT
pagn «TepHOMiNbCbka LEHTpaslbHa palioHHa  NikapHSa», NOMIK/IHIKa,
TepHOMiNbCbKNiA HaLiOHasTbHUIA MeaNYHNIA yHiBEpPCUTET iMEHiI
I.A. T'opbayeBcbkoro MiHiCTepCcTBa OXOpPOHM 3A0POB'st YKpaiHu, kadepgpa
BHYTPILWHbLOI MeanunHY Nel, M. TepHonisib

3. OHoBneHwii MpoTokon 3 nonpaskoto 3 Big 29.03.2022 p.; OHoBneHuii MpoTokon 3 nonpaskoto 4 Bif,
24.05.2022 p.; Qopatok po lMpoTtokony - KepiBHUUTBO WOA0 NpoBeAeHHA AOCNIgKeHHA nig Jac
cepiio3HNX NopyLleHb Big 24.05.2022 p.; IHchopmaunia gna nayieHta ta dopma iHhopmoBaHoOI 3rogn —
Mpotokon CNTO1959LUN2001, Bepcia 6.0 ykpaiHCbKOO MOBOKO AnA YKpaiHu Big 15.07.2022;
IHchopmauia ana nauieHta Ta ®opma iHchopmoBaHoi 3rogun — MpoTtokon CNTO1959LUN2001, Bepcia
6.0 pocificbKoo MOBOIO Ansa YKpaiHu Big 15.07.2022 p.; Popma BigKNuKaHHsA iHhopMoBaHOi 3roaum,
Bepcia 1.0 ykpailHCbKOIO MOBOIO AnsA YKpaiHu Big, 27.06.2022; dopma BigKnInKaHHA iHopmoBaHOI
3roau, Bepcia 1.0 pocilicbkolo MoBOK anA YKpaiHu Big 27.06.2022; Kaptka aHanisy cedi Ha @K,
YKpaiHCbKOIO MOBOI Bepcia 2.0 Big 26.01.2022; Kaptka pgnsa ®PK o6CTeXeHHs cedi, pociiiCbKoo
MoBolo Bepcia 2.1 Big 26.01.2022 [0 nPOTOKO/Y KNIHIYHOTO  A0CNiAXeHHS «BaratoueHTpose,
paHgoMmi3oBaHe, NoAgiliHe cnine, niaueb0 KOHTPONbOBaHe, B NapasiesibHUX rpynax KiiHiyHe AOCAimKEeHHS
rycenibKymMaoy y naujieHTiB 3 akTMBHMM BOBYAKOBUM HeddpuUTOM», Kog, fdocnimpkeHHsas CNTO1959LUN2001, 3
nonpaskoto 2 Big 20.05.2021 p.; cnoHcop - « AHCCEH ®APMALIEBTVKA HB», Benbris

3asaBHUK - «<AHCCEH ®APMALIEBTUVKA HB>», Benbris



4. Nocbe pocnipxysBaHoro nikapcbkoro 3acodby ARGX-113 with rHUPH20 pos3uuH anAa nigwkipHux
iH’ekuin, Bepcia 5.0 Big 19 nuctonaga 2021p., aHrNiACbKOIO MOBOW; [locbE AOCAIMKYBaHOrO
nikapcbkoro 3aco6y ARGX-113 with rHuPH20, nnaue60o fo po3unHy Ansa NigWKipHUX iH’ eKUiid, po3gin
P Drug Product, Bepcia 5.0 Big 19 nuctonaga 2021p., aHrfiicbkolo MOBOIO; [locb€E [OC/ifAKYBaHOIO
nikapcbkoro 3aco6y ARGX-113 with rHuPH20, pos3umH pnAa nigwkipHux iH'ekuiin, Appendices
rHuPH20, Bepcia 5.0 Big 04 >XoBTHA 2021p., aHrniiicbkoro MOBOI; bBpowypa pgocnigHuka
pocnigpkyBaHoro nikapcbkoro 3aco6y ARGX-113 (efgartigimod), BugaHHa 10.0 Big 23 nucronaga
2021 p., aHrniiicbkoro MoBOLO; MoOAOBXEHHA TepMiHy NPUAATHOCTI [OCHiIfKYBAHOIO J1iKapCbKOro
3aco6y ARGX-113/rHuPH20, po3uuH ansa nigwkipHux iHv’ekuiii, 180 mr/mn go 24 micauis; MoaoBXeHHA
TEPMiHY npuaaTtHOCTi BigNoOBigHOro nnauedo A0 AOCNiMKYBaHOro nikapcbkoro 3acody ARGX-
113/rHUPH20, po3unH gnAa nigwKipHUX iH’eKuiii, go 36 micauis; Aopatok oo IHdopmauil gna nadieHTa
Ta chopmu iHpopmoBaHoi 3rogn ans Ykpaidu, Bepcis 1.0 Big 02 uepBHsA 2022p. aHrNilicbKOO MOBOIO;
Aopatok o IHchopmauii gna naugieHta ta popmu iHbopmoBaHOI 3roan ansa YkpaiHu, sepcia 1.0 Big
02 uepBHA 2022p., yKpaiHCbKOK MOBOW; [fopatok po IHdopmauii gna naudieHta T1a copmu
iHhbopmoBaHoi 3rogu anA YkpaiHu, Bepcia 1.0 Big 02 uepBHA 2022p., pocCilicbKO MOBOI [0
NMPOTOKONY KNIHIYHOIO AochifpkeHHA «JocnimpkeHHA 2-01 ha3n ANa OuiHKM edekTUBHOCTI, 6e3neyHocTi Ta
nepeHocumocTi npenapaty EdprapririMmos PH20 ansa niglwkipHoro BBEAEHHS Yy [OPOC/MX NALUieEHTIB i3
XPOHIYHOI 3ana/ibHOK AeMIENiHI3yodo nosiHenponartielo (X34M)», kog pocnigpkeHHs ARGX-113-1802,
Bepcisa 4.0 Big 30 nuctonaga 2020 p.; cnoHcop - argenx BVBA, Belgium/ apaxeHkc BBBA, besbris

3anBHMK - ToBapuctBo 3 O6MexeHow BignosiganbHicTio «KoHTpakTHO-JocnigHmupka OpraHisauis
IHHOGhapM-YKpaiHa»

5. BK/1lOUEHHA [0[aTKOBMX MiCUb NMPOBeAEHHA KNiHIYHOrO BMNPOGYBAHHA [0 MPOTOKOJY KAiHIYHOMo
pocnigxeHHs «PaHgowmizoBaHe, noggiiHe cnine, nnaue60-KOHTPONbOBaHe K/iHiYHE AochimxeHHs da3u I
Ana ouiHkn edpekTUBHOCTI Ta 6e3nevyHocTi KoGiToniMoAay sK iHAYKUiHOI Ta nigTpumytodoi Tepanii B
YYaCHUKIB 3 aKTMBHWM JiBOGIYHUM BUPA3KOBUM KOMITOM MOMIPHOro abo TAXKOro nepebiry», Kop,
pocnipkeHHa CSUC-01/21, Bepcia 2.1 Big 09 yepBHa 2021 poky; cnoHcop - IHAekc ®apmactoTtikan3 Ab,
LlBeuis / InDex Pharmaceuticals, Sweden

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

Ne MM.1.B. BigNoBigaIbHOro AOC/iAHMKA MpuMmiTKK
n/n Ha3Ba MicLs NpoBeieHHS KNiHIYHOro BUNpobyBaHHSA
1. K.M.H. KpaByeHko T.T.

KomyHasnibHe HekoMepLiiiHe nignprMeMcTBO «KniBCbka MiCbKa K/IiHIYHA
nikapHss Nel8» BMKOHaABYOro opraHy KuiBCbkOi Micbkoi paan (KWiBCbKOI
MICbKOT AepXXaBHOI afMiHICTpaLil), NPOKTO0riYHe BigAineHHs, M. Knis

2. reHepasibHUiA OMPEKTop Masubka A.T1.

KomyHaslbHe HekoMepLiiiHe NigNPUEMCTBO «XEPCOHCbKa MiCbKa KiHIYHAa
nikapHa iM.  €.€. KapabGenewa» XepcoHCbKOi  MicbKoi  paaw,
racTPOEHTEPO/IONiYHE BiAAineHHs, M. XepCcoH

3. K.M.H. OniliHuk O.I. 3HATO 3 po3rnagy 3a
KomyHanbHe HekomepuiiHe nianpuemctBo «Micbka fikapHa Ne6x» | pilleHHSIM croHcopa
3anopisbkoi  MiCbkOi  paawm, racTpoeHTeposioriyHe BifOiNTEHHS,
M. 3anopixoks

6. 3MiHa BignoBiganbHOro AocnigHMKa B paHile 3aTBepMXeHOMY Micui NpoBeAeHHs KiHiYHOro
BUNPOOYBaHHA; 3MiHa Ha3BU paHille 3aTBepPMAKEHOro Micus nposBefeHHs KNiHIYHOro BUNpPoGyBaHHA
[0 NPOTOKONY KMiHIYHOro gocnimpkeHHA «FLOW — BnN/MB cemMarnyTuay B NOPIBHAHHI 3 niaue6o Ha piBeHb
noripweHHs yHKLii HUPOK Y XBOPUX Ha LKPOBWiA AiabeT TMn 2 pasoM i3 XPOHIYHO XBOPOOOK HUPOK», KOA,
pocnipkeHHs NN9535-4321, chiHanibHa Bepcisa 4.0, Big 11 nuctonaga 2020; cnoHcop - Novo Nordisk A/S,
Denmark

3aaBHUK - TOB «HoBo Hopgick YkpaiHa»

BYNO CTANO
K.M.H. 3os10T1aiikiHa B.l. 3aB. Big. JleoHigoBa B.I.
KomMyHasibHe HekoMmepuiiHe nianpruemcTBo «Micbka | KomyHasibHe HekomepuiiHe nignpuemMcTBo «Micbka
KniHivyHa nikapHa Ne27» XapkiBCbKOT MICbKOT pagu, | kniHiuyHa nikapHa Ne27» XapkiBCbKOT MICbKOT paau,
BiAiNeHHs1 IHTEHCMBHOI Tepanii, M. XapkKiB BiAAiNeHHs IHTEHCMBHOT Tepanii, M. XapkKiB
A.M.H. npodp. dywiteit |.M. O.M.H. npodp. dywiTeid |.M.
KY «3anopisbka Micbka KniHiyHa nikapHa Nel0», | KOMyHasibHe  HeKoMepuiiiHe  nignpueMcTBO




TepaneBTUUYHe BigaineHHA, [epxaBHuii 3aknapg | «Micbka nikapHAa NelO» 3anopisbKoi MicbKoi
«3anopisbka MeaMyHa akafgemis nicnsaMnaIoMHOI | pagu, TepaneBTUYHE BigAineHHA, [epxaBHui
OCBITM MiHICTepCTBa OXOPOHM 340POB’'St YKpaiHu», | 3aknapg «3anopi3bka MeanyHa akagemis
Kachegpa Tepanii, KiHIYHOI dpapmakonorii - Ta | nicnsagMnioMHOT  OCBITM  MiHICTEpCTBA OXOPOHU
€HOO0KPUHOOTIT, M. 3anopixxs 3[0poB'A  YkpaiHu», Kadegpa Tepanii, KAiHIYHOI
dhapmakoorii Ta eHA0KPUHONOTT, M. 3anopiXks

7. BKNoUyeHHs1 00[aTKOBOro AOC/igKyBaHOro nikapcbkoro sacooy—-Asarpomoéonar (Avatrombopag),
NOPOLIOK ANA NepopasnbHOI cycneHsii, B kancynax, 10 mr, Bupo6Huku: Alcami Carolinas Corporation,
CLUA; Alcami Carolinas Corporation, CLLUA; Alcami Carolinas Corporation, CLUA; Almac Clinical
Services, CLUA; Almac Clinical Services Limited, O6'egHaHe KoponiBctBo; Cilatus Manufacturing
Services Limited, IpnaHgifa; BkiloueHHs A0[ATKOBOro AOCNILKYBAHOrO /iKapCbKOro 3acooy -
Mnaue6o go AsatrpomoGonar (Avatrombopag), NoOpoLwoK AnA nepopasibHOI CycneHsii, B Kancynax,
BUpPOGHUKU: Alcami Carolinas Corporation, CLLUA; Alcami Carolinas Corporation, CLUA; Alcami
Carolinas Corporation, CLUA; Almac Clinical Services, CLUA; Almac Clinical Services Limited,
O6'egHaHe KoponiBcTBo; Cilatus Manufacturing Services Limited, IpnaHaifa; Jocbe aocnigKyBaHOro
nikapcbKoro 3aco6y Asatpomo6onar maneart (Avatrombopag maleate), rotoBuii nikapcbkuii 3aci6é Ta
nnaue6o, Bepcia 07 Big 02 Gepe3sHA 2022 poOKy aHIIiACbKOI MOBOK; 3MiHa HasBUM BUPOGHUYOI
OiNsHKM  gocnigKyBaHOro Jiikapcbkoro 3aco6y Asatpom6onar (Avatrombopag) (Asarpomoonar
maneart (Avatrombopag maleate), Ta6neTtka, BKpUTa NAiBKOBOK 060/10HKOI, 20 mr Tta Mnaue6o go
ABaTpom6onar (Avatrombopag), Ta6netka, BKpuTa NAIiBKOBOKO 060/I0HKOKO 3 Carton Services
Incorporated T/A Pharma Packaging Solutions (PPS), CLLUA Ha Pharma Packaging Solutions, LLC,
CLUA; 3miHa appecu BupoGHUuYOi pginAaHku Cilatus Manufacturing Services Limited, IpnaHpgis
pocnipkysBaHoOro nikapcbkoro 3aco6y Asarpom6onar (Avatrombopag) (ABarpom6Gonar Maneart
(Avatrombopag maleate), Tabnetka, BKpuTa NNIBKOBOIO 060s5I0HKO, 20 mr Ta [Mnauye6o Ao
ABarpomoonar (Avatrombopag), Tabnetka, BKpuTa njaiBKoBoto 060510HKO0 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 AOCAiIfKYBaHOro nikapcbKoro 3acooy
ABatpomoonar (Avatrombopag), 10 mr, NOpoOLWOK AN NepopasibHOI cycneHsii, B Kancynax, Big 15
BepecHsi 2021 poKy yKpaiHCbKOI0 MOBOIO; 3pa3oK MapKyBaHHA AOCNifAKYBaHOro NnikapcbKoro 3acooy
ABatpomoonar (Avatrombopag), 10 mr a6o nnaue60, NMOPOLIOK ANA NepopasibHOI cycneHsil, B
Kancynax, Big 15 BepecHsi 2021 poKy yKpalHCbKOIO MOBOI; [loCbE AOCifAKYyBaHOro NikapCcbKoro
3acoby ABatpom6Gonar masneatr (Avatrombopag maleate), nikapcbka peuoBuHa, Bepcia 04.1 Big 15
cepnHA 2022 poKy aHriicbKOK MOBOLO; IHhopMaLiliHUIA NUCTOK Ta hopMa iHPOPMOBaHOI 3roan Ha
BUKOpPUCTaAHHA nocnyr komnaHii Scout Clinical, Bepcia 3.0 gna Ykpaiuu Big, 30 6epe3Ha 2022 poky
YKpaiHCbKOIO Ta pociiicbkoto moBamu; Scout Clinical - Mocnyru gna nauieHtiB — MoBigoMNeHHA
€/1IeKTPOHHOIO NOoLWTOo, Bepcia 2.0 ana YKpaiHu Big, 12 kBiTHA 2022 poKy yKpaiHCbKOKO MOBOKO Ta
Bepcis 2.0 gnAa YkpaiHu Bip 14 kBiTHA 2022 poKy pociiicbkolo MoOBOIO; IHhopmauiiHMA NUCTOK i
cthopma iHchopmoBaHoi 3roau ana piten (3-5 pokis), Bepcia 2.0 gna YkpaiHu Big 17 nuctonaga 2021
POKY YKpaiHCbKOIO Ta POCilicbKolo MoBaMu; IHCTPYKLiA i3 3acTOCyBaHHSA AOCAigXyBaHOro npenapaTy
- npoTokon AVA-PED-301, Bepcis 1.2 Big 4 kBiTHA 2022 poKy YKpPaiHCbKOIO Ta POCIiliCbKOIO MOBaMu;
LoaeHHUK npuilomy npenapaty nauieHTom AVA-PED-301, Bepcia 1.2 Big 28 kBiTHA 2022 poky
YKPaiHCbKOIO Ta pPOCIACbKOIO MOBaMu [0 MPOTOKOMY KAIHIYHOTO JocnimkeHHs «BbaratoueHTpose
paHAoMi30BaHe NoABiiHO cnine nnauebo-koHTPoboBaHe BUMNPoOyBaHHA pasu 3b B napanesbHux rpynax 3
NOA&UTbLUOK BiAKPUTOI PO3LUMPEHOI (Da30l0 A5 OUiHKM edIeKTMBHOCTI Ta 6e3nevyHocTi ABaTpomGonary
ONs NiKyBaHHA TPOMOOLMTOMNEHIT B NaLieHTiB AUTAYOro BiKy 3 iMYHHOI TPOMOOUMTONEHIEID NPOTAroM =6
MicauiB», kog, gocnimkeHHs AVA-PED-301, sepcisa 3.0 Big 02 nuctonaga 2021 poky; crnoHcop - Sobi, Inc.,
CLWA

3asBHnk - TOBAPUCTBO 3 OBMEXEHOW BIAMOBIJANBHICTIO «d®APMACBIOTIKAN PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

8. 3miHa micua npoBefeHHA BUMPOOGYBaHHA O MPOTOKOY K/IHIMHOrO AOCNifKEHHs «baraTtoueHTpose,
paHAomi3oBaHe, noABiiHE cnine, nnauebo-kOHTPONIbOBaHe AochimkeHHs da3m b  ans  oujiHkm
edheKTMBHOCTI Ta 6e3ne4yHoCTi npenapaty OKpenizymab y AOpPOCNAUX NaLieHTIB 3 NePBUHHO-NPOrpecyoymm
PO3CiSiHUM CK1epo3om», Kog gocnimpkeHHs WA40404, sepcis 4 Big 01 mwotoro 2021 p.; cnoHcop - &.
XothpmaHH-/1sa Pow fTa, Weenuapisa (F. Hoffmann-La Roche Ltd, Switzerland)

3aaBHUK - ToBapucTBo 3 O6MexeHow BignosiganbHicTio «KoOHTpakTHO-JocnigHuubka OpraHizauis
IHHOhapM-YKpaiHa»

| BYNO | CTA/O |




O.M.H., npody. MockoBko C.I1.

KoMyHanbHWii 3aknag «BiHHMUbKa o651acHa
NCUXOHEBPO/IOriYHa nikapHs iM. akag,.
O.l. HOuweHka», HeBposioriyHe BigaineHHs Neo3,
BiHHULbKMIA HaLjioHa/IbHUIA MeanYHWIA
yHiBepcuteT im. M.l. TuporoBa, kadegpa
HEPBOBMX XBOPOO, M. BiHHMUA

O.M.H., npody. Mockosko C.I1.

MeguuHuiA LEHTP TOoBapucTBa 3 OOMEXEHOI0
BignoBiganbHicTiO «MeaNYHUI LEeHTP «CanlotTemM»,
nikyBanbHo-npodinakTMuHuii Bigain, m. BiHHuys

9. MopoBXeHHA TEPMiHY NPUAATHOCTI AOCNIAKYBaHOrO JlikapcbKoro 3acoody PG20 (CPL500036) no 36
MicauiB; OHoBneHi po3ginu 2.1.P.3.4.2 ta 2.1.P.8.1. locbe [oOCNigKYBaAHOIO J/liKAPpCbKOro 3acoty
PG20 (CPL500036) uactuHa P, Bepcis 6.0. Big 06.07. 2022 g0 NpoTOKONY KAIHIYHOIO AocnimkeHHs «dasa
Il, nogBinHe cnine, paHaomizoBaHe, Mnauebo KOHTPONbOBaHe, Y napanesibHUX rpynax, AOCAIMKEHHSA 3
METOI BMBYEHHS MNOTEHUINHUX aHTUAUCKIHETUYHMX BnactuBocTein CPL500036 (iHri6itop PDEL10A) vy
nauieHTiB i3 XBOpOOOI [lapkiHCOHa, SKi CTpaxaatoTb BiA AWCKIHESIT, crnpuuMHeHol JleBogonow», Ko
pocnipkeHHs 03PDE2020, sepcia 2.0. Big 16 nunHa 2021 poky; cnoHcop - Celon Pharma S.A, MNonbLua
3asBHuK - TOB «dapma Komnnekc ConowH3 KOA», YkpaiHa

10. Bpowypa pocnigHuKa pocnigkyBaHuA NiKapcbKuii 3aci6 nymarenepoH, BupaHHa 16 Big 02
yepBHA 2022 poky; MNoaoBXeHHA TPUBAJIOCTI K/IHIYHOro BMNPOOYBaHHA B YKpaiHi Ao 31 G6epesHs
2024 poky; 3MiHa Micus NPoBefEeHHA KNiHIYHOrO BUNPOGYBaHHA [0 NPOTOKO/Y KAIHIYHOTO AOCAIAKEHHS
«BigkpuTe, 6araTtoLeHTpoBe AOCIMKEHHSA 3 METOK OLiHKA 6e3MeYHOCTI Ta NePEHOCMMOCTI JlyMaTenepoHy
y SIKOCTI 404aTKOBOT Tepanii Npu flikyBaHHiI NALEHTIB 3 BENIMKNM AENPECUBHMM PO3/1a0M», KOA, A0CNIIKEHHS
ITI-007-503, 3 nonpaskoto 1 Big 23 cepnHs 2021 poky; cnoHcop - Intra-Cellular Therapies, Inc., United States
3anaBHuK - TOB «[pem’ep Pecepy YkpaiHa»

BYNo CTANO

A.M.H. Mopo3 C.M. 4.M.H. Mopo3 C.M.

KomyHanbHe nignpvemctBo «/[iHinponeTpoBCcbKa
oGnacHa KniHiyHa nikapHsa im. L.I. MeyHukoBa»
[HinponeTpoBCbLKOI 06N1acHOiI pagu», 061acHMii

KomyHasnbHe nignpuemcTBo «[lHinponeTpoBCbKa
GararonpodyiibHa KNiHiYHa NikapHA 3 HagaHHA
ncuxiatpuuHoi gonomorn» JAHiNponeTpoBCbKOT

o6nacHoi pagu», [McuxocomaTuuHUii LEHTP,
M. [JHinpo

LEeHTP MNCUXOCOMATUYHUX po3afiB Ha 6asi
NCUXOHEBPOJIOriYHOro BigAineHHa, M. [IHiNpo

11. OHoBneHwuii MpoTokon KniHiYHOro BUNpoGyBaHHA SEL-212/302, Bepcis 7.0 Big 25 TpaBHA 2022
poky; OHoBneHa bpouwypa pocnigHuka ansa SEL-212, supaHHAa 10 Big 25 TpaBHA 2022 poKy;
IHbopmauia gna nauieHta i ®opma iHOpPMOBaHOI 3rogn Ha y4yacTb Yy HAyKOBOMY KAiHiYHOMY
pocnipkeHHi, Mogenb pana YkpaiHu, Bepcia 4.0 Big 20 uyepBHA 2022 poKy, YKpalHCbKOIO Ta
pOCiiicbKOI0 MOBamMM [0 NPOTOKO/TY K/1iHIYHOro BUNpobyBaHHs «PaHgomMisoBaHe, noggiiHe-criine, niauebo-
KOHTpOJIbOBaHe AocnifxeHHs npenapaTty SEL-212 y nauieHTiB 3 nogarpoto, pedypakTepHoro 40 CTaHAapTHOT
Tepanii», kog pocnimkeHHs SEL-212/302, sepcia 6.0 Big 18 xoBTHaA 2021 poky; cnoHcop - Selecta
Biosciences, Inc., USA/ «Cenekra baiiocaeHcis, IHk.», CLUA

3anaBHuK - TOB «MAPEKCEJT YkpaiHa»

12. 3anyyeHHs AoAaTKOBOro Micus npoBefieHHs KNIHIYHOro BUNpPoOyBaHHA; 3MiHa Micus
npoBefleHHs K/iHIYHOro BUNPOOYBaHHA; MNMpoueaypa 06GCTeXeHHA i3 3acTocyBaHHAM wwkanu AIMS,
Bepcis Big 16 uepBHA 2021 poKy yKpaiHCbKOIO MOBOLO; «poueaypa ocmoTpa npyu paéoTe Co LIKaJIoii
AIMS», Bepcia Big 16 uepBHA 2021 poky, pociiicbkoo MoBot; OMUTYBAJIbHUK A1 OLIHKU
BIANOBIAI HA NIKYBAHHSI AHTUAEMPECAHTAMU (ATRQ) (3MIHEHWN), MASSACHUSETTS
GENERAL HOSPITAL (MGH), Bepcis Big, 24 uepBHA 2021 poKy, YKPAHCLKOIO Ta POCIICbKOKO MOBaMu;
LWkana ouiHKM akaTusii, BUKNIMKaAHOI NikapcbkuMu npenapatamu (LUkana ouiHku akatusii BapHca
[BAS]), Bepcis Big 16 uepBHA 2021 poKy, yKpaiHCbKOIO MOBOIO; «LLIKana A/ oueHKN neKkapcTBEHHO-
Bbi3BaHHOW akatusum (LLUkana oueHkn akatusum BapHca)», Bepcia Big 16 uepBHA 2021 poky,
pocilicbkolo MoBOIO; LLikana 3arajibHOro KjliHIMHOro BpaXeHHs — TAXKICTb 3axBopioBaHHA (CGI-S),
Bepcis Big 16 uepBHsA 2021 poKy, YKpaiHCbKOK MOBOW); «LUkana o6uei KIUHUYEeCKOW OLeHKU
BblpaXeHHocTn 3ab6oneBaHusi (CGI-S)», Bepcia Big 16 uepBHA 2021 poOKy, POCIliCbKOWO MOBOIO;
LUKAZTIA OLUIHKU TSXKKOCTI CYiuMay KONYMBIACbKOrO YHIBEPCUTETY (C-SSRS) - BuxigHi
paHi/Bepcia pna ouiHioBaHHA, Bepcia 14/01/09 Big 16 uyepBHA 2021 poKy, YKPaiHCbKOH MOBOLO;
«WKAMA OLEHKN TSXECTU CYUUUAA KONMYMBUWCKOrO YHUBEPCUTETA (C-SSRS),
NcxoaHble/cKpMHUHTOBLIE faHHble, Bepcis 14/01/09» Big 16 uepBHA 2021 pokKy, pOCIiCbKOIO MOBOIO;
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LUKAJIA OLIHKN TAXXKOCTI CYiuuay KONMYMBIACbKOrO YHIBEPCUTETY (C-SSRS) — 3 MOMEHTY
OCTaHHbOrO Bi3uTy, Bepcis 14/01/09 Big 16 xoBTHA 2021 poky, yKpaiHCbKOIo MmoBoto; LUKAJIA OLIHKI
TSDKKOCTI CYiLUMAY KONMYMBINCbKOIrO YHIBEPCUTETY (C-SSRS) — 3 MOMEHTY OCTaHHLOTO Bi3UTY,
Bepcia  14/01/09 Big 25 wuepBHAa 2021 poky, pociiicbkolo moBow; MDKHAPOAHE
HENPOMNCUXIATPUYHE IHTEPB'IO MINI 411 AOCAIAKEHDb PO3/IALIB HACTPORO 31 3MILLAHUMU
CUMMNTOMAMMW, Bepcia 7.0.2. Big 17 nuctonaga 2021 poKy, yKpaiHCbKolo MoBOw; «KPATKWUN
MEXXAYHAPOHbIN HENPOMCUXUATPUYECKNIA OMPOCHUK ansa WCCNEAOBAHUIN
PACCTPONCTB HACTPOEHUA CO CMELWAHHbIMA CUMNTOMAMW», Bepcia 7.0.2. Big 17
nuctonaga 2021 poky, pociiicbkotio moBoto; Lkana CimncoHa-AHryca (SAS), Bepcif Big 15 notoro
2022 poKy, yKpaiHCbKolo MoBO1o; LLkana CimncoHa-AHryca (SAS), Bepcis Big 16 uepBHA 2021 poky,
pociiicbkoto  mosot; TMOCIBHUK 3 TMPOBEAEHHA CTPYKTYPOBAHOIO IHTEPB'IO I3
3ACTOCYBAHHAM LLUKA/A OLUIHKW AEMPECIT MOHTIOMEPI-ACBEPIA (LLKANA SIGMA), SIGMA
2011, Bepcia 1.2 Big 16 u4epBHA 2021 poky, YKpaiHCbKO MoBow; «PYKOBOACTBO IO
CTPYKTYPUPOBAHHOMY WHTEPBbIO A1 WKANblI OUEHKW AENPECCA MOHTIOMEPU-
ACBEPI (SIGMA), SIGMA 2011», Bepcis 1.2 Big 16 uepBHA 2021 pokKy, pocilicbkolo MoBOt0; Llkana
GAD-7, Bepcia Big 16 uepBHs 2021 poOKy, YKpalHCbLKOK Ta pociiicbkoo mMoBamu CaMOOLjHKa:
eKcrnpec-onUTYBaHHA WOA0 AenpecuBHOi cumntoMmatuku (QIDS-SR16), Bepcia Big 16 yepBHsa 2021
POKY , YKpPaiHCbKOIO MOBOIO; «KpaTKuii ONPOCHUK MO CUMNTOMaM Aenpeccuun A1 CaMOCTOATENIbHOIo
3anonHeHus (QIDS-SR16)», Bepcia Big 16 uyepBHA 2021 poOKy, POCIAICbKOIO MOBOLO; IHCTPYKLiA 3
3anoBHIOBaHHA onutyBanbHuMKa QIDS-SR16, Bepcia Big 17 nuctonaga 2021 poky, aHrAiiCbKO
MOBOI0; Bpollypa gocnigHuka gocnimKyBaHU NikapcbKuii 3acié nymartenepoH, BugaHHa 16 Big 02
yepBHA 2022 poKy; MofoBXeHHA TPMBAIOCTI KNiHIYHOroO BUNpoGyBaHHA B YKpaiHi fo 31 nunHa 2023
POKY [0 NPOTOKO/Y KNIHIYHOTO AochigkeHHs «PaHgomizoBaHe, noAgiiiHe cnine, nnaaueb0-KOHTPOo/ibOBaHe,
GaraToLEHTPOBE [AOC/IMKEHHST 3 METOH OUIHKA edIEKTMBHOCTI Ta 6e3neyvyHoCTi siymaTenepoHy Yy SKOCTI
JofatkoBoi Tepanii Npy JikyBaHHI NAUiEHTIB 3 BE/IMKM AeNPecuBHUM pPo3nagom», Koh gocnimpkeHHsa ITI-
007-501, 3 nonpaskoto 2 Big 20 cepnHa 2021 poky; cnoHcop - Intra-Cellular Therapies, Inc., United States
3asaBHuK - TOB «lNpem’ep Pecepy YkpaiHa»

BEYNO CTANO
4.M.H. Mopos C.M. 4.M.H. Mopos C.M.
KomyHanbHe nignpuemctBo «[HinponeTpoBcbka | KOMyHaslbHEe MiANPUEMCTBO «[HiNponeTpoBCbKa
o6nacHa KniHiyHa nikapHAa iM. LI. MeuHukoBa» | GaraTonpodpisibHa KniHiYHA NiKapHA 3 HaAaHHA

[JHinponeTpoBCbKOI 06/1aCHOI  pagu, OGNacHMiA | NCUXiaTPUYHOT  AONOMOru»  [JHINPONeTPOBCLKOT
LEHTP MncuxocomaTMYHUX po3nagiB Ha 6asi | obnacHoi pagu», MNCUXOCOMATUUYHUIA  LIEHTP,
NCUXOHEBPOJIONiYHOIO BigAineHHAa, M. [HINpo M. [IHiNpo

Ne n/n MN.1.6. BignoBiga/ibHOro AOCNiAHMKA
HasBa Micus npoBeAeHHs KMiHIYHOro BUNPOGYBaHHS

1. nikap ®inby, FO.O.
KomyHasibHe HekomepuiiHe nignpuemcTBo JIbBIBCbKOI 06/s1aCHOT paan «JIbBiBCbka 06nacHa
KNiHIYHa ncuxiaTtpuyHa nikapHs», BiggineHHs Ne25 | M. J1bBiB

13. OHoBnNeHa Bepcia bpowypu gocnigHUKa [OCNiAKYBaHOro slikapcbKoro sacooy MaciTuHio Bepcisa
1.0, BupgaHHa 2022 Big 7 KBiTHA 2022 [0 NPOTOKO/Y KNHIYHOTO [JOCHigKeHHA «baraTtoueHTpoBe,
NPOCNEKTUBHE, paHAOMI30BaHe, NoAgiiHe cnine, nnauebo-KOHTPo/boBaHe pAocnigmkeHHs Il gasu, wo
NPOBOANTBLCS NMPOTATOM 24 TWXKHIB 3 MOX/IMBICTIO MOAOBXEHHS TEPMIHY JliKyBaHHS, ¥ ABOX MapasiesibHuX
rpynax 3 paHgoMisauieto nauieHTiB y chiBBigHOWweHHI 1:1, 3 MEeTOK OUiHKM edqIeKTUBHOCTI Ta 6e3neku
NepopasibHOr0 MAacCiTUHIGY y MOPIBHAHHI 3 Naauebo npu NiKyBaHHI NAUiEHTIB 3 MOBIIbHO MPOrpPecytHum
CUCTEMHUM Ta IHAOMIEHTHUM CUCTEMHMM MACTOLMTO30M 3 TSHKKMMM CMMNTOMAaTUYHUMMK MNPOSiBaAMMU,
PE3NCTEHTHMM A0 ONTUMasIbHOI CMMMNTOMATMYHOI Tepanii», koa gocnipkeHHs AB15003, Bepcis 7.0 Big 15
nunnHa 2021; cnoHcop - AB Science, ®paHLjs

3asBHuK - TOB «CiHepaxu pynn YkpaiHa», YkpaiHa

14. IHchopmauiiHuii IUCT NawljieHTa CTOCOBHO fAili B yMoBax naHgeMii (Takoi ik COVID-19) aGo iHwwux
BaX/IMBUX MNOAIiN, AKi BNAVBAOTb Ha y4yacTb Y gocnimxeHHi [IHpopmauiiiHuii nucT gnAa ydacHuka
KNiHIYHOrO BUNpPOOGYBaHHA], Bepcia Ana YKpaiHn Big 26 Gepe3HA 2022 poKy, YKpalHCbKOK Ta
pOCiicbKOIO MOBaMuM [0 MPOTOKO/TYy K/IHIYHOrO JOcC/impkeHHs «PaHpomizoBaHe, MoOABiiHe chnine
pocnipxkenHs 1l dasn ans nopiBHAHHA npenapaty YnagauntuHio (ABT-494) y surnsgi moHoTepanii ognH
pa3 Ha fieHb 3 MeToTpekcaTtoM y BUINALI MOHOTepanii y naLieHTiB 3 CepeAHbOTAXKOK Ta TAXKO hopMamMu
aKTMBHOIO pPeBMAaTOIAHOro apTpuTy, L0 paHille He OTpUMYBa/IM MEeTOTPEKCaT», KoA AoCAiMKeHHSS M13-545,



3 iHKopnopoBaHUMK AgmiHicTpaTusHuMmu 3miHamu 1, 2, 31 4 Ta MNMonpaskamu 1, 2, 3, 4, 5, 6, 7 Ta 8 Big 03
rpyaHa 2020 poky; cnoHcop - E66BI IHK, CLUA / AbbVie Inc., USA
3asaBHuK - «<E66BI BiohapmacktoTikans Mm6X», Lseiiuapis

15. 3miHa KOHTpPaAKTHOI AOCNIAHULbLKOI oOpraHisauii, BignoBifaNbHOI 3a BUKOHAaHHSA BaX/UBUX
3aBgaHb Yy paMKax KniHiyHoro BunpoGyBaHHas 3 TOBAPUCTBA 3 OBMEXEHOHIO
BIAMNOBIAANBHICTIO «®APMACBLIOTIKAT PICEPY ACCOYLIMENTC YKPAIHA» (TOB «®PA
YKPAIHA») Ha NignpuemcTtBo 3 100% iHO3emHol0 iHBecTuuieto “ANK’IOBIA PAC Ykpaina”; Bpolypa
pocnigHuka AKkanaopyTiHié (ACP-196), BupgaHHA 11.0 Big 21 notoro 2022 pokKy, aHrNilicbKoOK MOBOIO;
JonoBHeHHA 1 Ao iHopmauiiHoro nuctka Ta ¢hopmu iHcbopmoBaHoi 3rogu Bepcia V1.0UKR(uk)1.0,
Bif 22 uepBHA 2022 poKy, nepeknaj ykpaiHCbKoo MoBOIO Bif, 02 cepnHa 2022 poKy; JONOBHEHHA 1
Bo iHchopmauiiiHoro nuctka Ta popmu iHpopmoBaHoi 3rogu Bepcia V1.0UKR(ru)l.0, Big 22 uepBHS
2022 poky, nepeknag pociiicbkoto MoBoI Big 02 cepnHsa 2022 poky; KapTka yyacHuKa AOC/ifKeHHs,
Bepcia 1.0UKR(uk)1.0 Big 24 yepBHsa 2022 poKy, nepeknag ykpaiHCbKolo MmoBoto Big 30 yepBHA 2022
poky; KapTka yuyacHuka pocnigpkeHHsi, Bepcia 1.0UKR(ru)1.0 Big 24 4yepBHA 2022 poky, nepeknag
YKpalHCbKOlo MOBOO Big 01 nunHA 2022 poKy [0 NPOTOKO/Y K/IHIYHOrO AOC/IOXEHHSA «PaHaoMi3oBaHe,
GaratoueHTpoBe, BigkpuTe gocnigpkeHHs Il dasm AkanabpyTiHioy (ACP-196) B nopiBHAHHI 3 ab6o
laenanicioom y noegHaHHi 3 Putykcumabom, abo BeHpamyCTiHOM y noegHaHHi 3 Putykcumabom, Ha Bubip
OOCNigHMKa, Yy MaLieHTIB 3 peuuguByodold abo pedpakTOpHOK XPOHIYHOK NiMAOLMTAPHOID NERKEMIED»,
Koa pocnigxeHHs ACE-CL-309, 3 iHkOpnopoBaHOW nonpaBkot, Bepcis 8.0 Big 26 TpasHA 2021 poky ;
crnoHcop - Acerta Pharma BV, Higepnanam

3asBHYK - MignpremcTtso 3 100% iHo3eMHot0 iHBECTULje «ANK'IOBIA PAC YkpaiHa»

BYNO CTANO
TOBAPUCTBA 3 OBMEXXEHOHR | Nignpuemcteo 3 100% iHO3€eMHOIO iHBECTULiEI0
BIANOBIAA/TBHICTIO «®APMACBLIOTIKAN | “AUK’IOBIA PAC YkpaiHa”
PICEPY ACCOYLUNENTC YKPAIHA» (TOB «®PA
YKPAIHA»)

16. IHchopmauia Ta AOKYMEHT npo iHhopMoBaHy 3roay A/a nauieHTta, YkpaiHa, MK-7339-008, Bepcis
6.01 Big 12 nunHA 2022 p., yKpaiHCbKOKO MOBOIO; IH(hopmauia Ta JOKYMEHT Npo iHhopmMoBaHy 3rony
ANA nauieHTa, YkpaiHa, MK-7339-008, Bepcia 6.01 Big 12 nunHsa 2022 p., pociiicbkolo MOBOIO; 3MiHa
BiANOBigaNnbLHOro AocnigHMKa [0 NPOTOKOY KNiHIYHOIO AocnimkeHHs «focnimpkeHHa I casn gna
nem6posisymady y kom6iHauii 3 kapbonnatMHom / TakcaHom (nmakniTakcen abo Hab-naknitakcen) 3
nofasibLLIMM BBEAEHHAM nemMoponisymady y KombiHauil 3 nigTprMyro4mMM NikyBaHHAM onanapubéom abo 6e3
HbOro B SKOCTI Tepanii nepLoi NiHii y nayieHTiB i3 MeTacTaTuyHUM MAOCKOKAITUHHUM HeApPiOHOKNITUHHUM
pakom nerexis (HOKP/1)», koa pocnipxkeHHsa MK-7339-008, 3 iHkopnoposaHoto nonpaskoto 05 Big 18 siloToro
2022 poky; cnoHcop - TOB Mepk Wapn eHp Joym, CLLUA (Merck Sharp & Dohme LLC, USA)

3asBHMK - TOBApMCTBO 3 06MEXEHOI BiANOBIAASIbHICTIO «MC/J], YkpaiHa»

BYNO CTANO
3aB.Big. Ko63es O.l. nikap JleoHoBa B.B.
KomyHasbHe HekomepLiiHe nignpuemcTBo | KomyHanbHe HekomMepLiiHe nignpueEMCTBO
«O6nacHUiA  LLeHTP OHKONOriT», OHKOXipypriyHe | «O6GMacHUin  LEHTP  OHKOMOriT»,  OHKOXIpypriyHe
BiAAiNEHHs1 OpraHiB rpygHoOT NOPOXHMHKU, M. XapKiB | BiAAi/IEHHSA OpraHiB rpyAHOT NOPOXHUHW, M. XapkiB

17. OHOBIeHUIA NPOTOKOJ KAiHiYHOro gocnimxkeHHa MS200662_0001, Bepcia 13.0 Big Big 02 uepBHsA
2022 poKy, aHrniicbkoo moBolo; IHdopmauia ana nauieHta i copma iHcpopmoBaHOI 3rogu:
MS2006622_0001 I3 gnsa OCHOBHOro AOCAIMKEHHA, YacTUHA 2, ANnA YKpaiHu, pepgakuia 3.0 Big 18
nvnHAa 2022p. (MS200662_0001 La6noH I3, peaakuia 9.0 Big 05 nunHa 2022p.), yKpaiHCbKOLO,
pociiicbkoto, aHrniicbkolo MoBamu; Bpolwypa gocnigHuka, TL-895, Bepcis 6.0, 16 uepBHA 2022 poky,
aHrnificbkoro MoBoto; IHchopmauiiiHuii GloneTeHb NPO AOCAIMKEHHA ANA MeAUUYHUX NpauiBHUKIB:
Bepcis 4, 14 nunHa 2022 p, yKpaiHCbKOIO, POCIilfiCbKOIO, aHrNificbkoo moBamu; KOHTponbHWIA nepenik
ANA BUKOpuUcTaHHA nepeg CkpuHiHrom: Bepcis 4, 14 nunHa 2022 p., YKPaAiHCbKOI, POCIACLKOIO,
aHrnificbkoro MoBamu; KapTka ona AocnigHuKIB i3 nepesliikoM KpUTepiiB BK/IIOYEHHA/HEBK/IIOUEHHS
3rigHo MpoTokony KniHiyHOro pgocnimkeHHss MS200662_0001, sepcisa 13.0 Big 02 uepBHA 2022 poky,
AHIIACbKOIO MOBOI; 3MiHA KOHTAKTHOI 0C06M CnoHcopa 40 NPOTOKO/Y KAIHIYHOTO JAochigpKeHHs «dasa
I/ll, pocnimkeHHs NepLUoro 3acTocyBaHHA y fiogeli npenapaty TL-895 3 eckanaujieto Ao3u y NauieHTIB 3
peungnBHuMn/pedpakTepHUMM  B-KNITUHHUMK  37108KICHUMK  3aXBOPHOBAHHSAMKM  Ta i3 NoAasblunm



3aCTOCYBaHHSIM Y MALEHTIB 3 XPOHIYHUM AiMGIOLMTapHUM 1EKO30M ab0 APIGHOKMITMHHOW AiMmdhounTapHO
nimdomolto, AKi paHille He OTPUMYBaUIM JliKyBaHHSA, Ta MauieHTiB 3 peunanBHUM/pedpakTepHUM XPOHIYHUM
nimdoumTapHMM  fieiiko3om  abo  peunavBHO/pedpakTEPHOD  APIGHOKNITUHHOW  NiMJIoUMTapHO
nimdomoto», kog, gocnimkeHHa MS200662_0001, sepcia 12.0 Big 14 rpyaHa 2021 poky; cnoHcop - «Tenioc
®apma, IHk» [Telios Pharma, Inc.], CLLUA

3anBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiANOBiAabHICTI0 «MEAMENC YKPAIHA»

BYNO CTAO
M..b. kKoHTakTHOi oco6u: Patricia Ryan MN.l.b. koHTakTHOI oco6u: Khushboo Vyas
Micue3HaxomKeHHs OpuANYHOI ocoom | micue | Micue3Haxo[KeHHs IOPUANYHOI ocobum | micue
NPOXNBaHHSA chisnuHoi oco6u: | NPOXUBaHHA chisnuHoi oco6u:
275 Wopnaiin ApaiiB, PeaByp Citi, KanichopHia | 275 LWopnainin  ApaiiB, PeaByn  CirTi,
94065, CLLUA KanichopHia 94065, CLLUA
[275 Shoreline Drive Redwood City, CA 94065 | [275 Shoreline Drive Redwood City, CA 94065
USA] USA]
KoHTaKTHWA TenedoH: - dakc: - | KoHTakKTHWMiA TenegoH: - dakc: -
Apapeca en.nowTu: pryan@teliosphanna.com Appeca en. nowTun: kvyas@teliospharma.com

18. 3miHa BignoBiganbHOro pocnigHuka; 3MmiHa Ha3BU Micus NpoBefeHHA BUNPOOYBaHHA [0
NMPOTOKOMY  KAIHIYHOTO  JochnifpkeHHs «PaHgomizoBaHe, MoggiiHe criine, Mauebo0-KOHTPOs/IbOBaHe,
baraToueHTpoBe pAocnimpkeHHs 3b a3 3 MeTo OUiHKM edeKTMBHOCTI Ta 6e3neyHoCTi nifLwKipHOro
BBEEHHS FycesibKyMaoy [/ 3MEHLUEHHS O3HaK i CMMNTOMIB Ta CMOBiIbHEHHSA PEHTTEHO/IOTNYHOT Nporpecii
y Maui€HTIB 3 aKTUBHUM MCOpiaTUdHUM apTpUTOM», Kog aocrnigpkeHHs CNTO1959PSA3004, nonpaska 2 Bif,
04 tpaBHsa 2022 poky; cnoHcop - Janssen Pharmaceutica NV, Belgium / AHcceH ®apmaueBTuka HB, Benbris
3aaBHuK - TOB «[MAPEKCE/ YkpaiHa»

BY/NO CTANO
nikap KaukoBcbka B.B. A.M.H., npod. Mpuctyna /1.H.
KomyHasbHe HekomMepUiiHe nignpuemcTBo | KomyHasibHe HekomepLiiHe nignpMeMCTBO

Cymcbkol o6nacHoi pagn «Cymcbka o6nacHa | Cymcbkoi o6nacHoi pagn «Cymcbka o6nacHa
KNiHiYHa nikapHsa», TepaneBTUYHe BiAAINEHHSA, | KIiHIYHA NikapHA», peBMaTonoriyHe BiafineHHs,
CyMmcbknin - aepxaBHuii  yHiBepcuTeT, MeauuHuin | CYMCbKUA AepXaBHUA YHIBEPCUTET, HaBYasIbHO-
iHCTUTYT, Kadegpa BHYTPIWHLOI MeAUUVMHU 3 [ HAyKOBUIA  MeAWYHMIA  IHCTUTYT, Kadegpa
LEHTPOM pecnipaTopHOT MeauumHn, M. Cymu BHYTPIWHLOT MeUUMHM 3 LIeHTPOM pecnipaTopHol
MeanumHu, M. Cymun

19. fopaToKk fo hopmu iHchopMOBaHOI 3roam nig, yac KPU30BOi cUTyauii B YKpaiHi gna AocnimKeHHs
BN42082, Bepcis 1.0 gna YkpaiHu yKpaiHCbKOI Ta pocilicbkolo MoBaMu Big 26 cepnHsi 2022 p. Ha
OCHOBI MaiicTep-Bepcii gogatka 1 go ®I3 nig yac KpM30BOiI cuTyauii B YKpaiHi Ana AOCNimKEHHS
BN42082, Bepcis 1 Big 23 cepnHa 2022 p. [0 NPOTOKO/Y K/HIYHOrO AocnimkeHHsA «BbaratoueHTpose,
paHgoMi3oBaHe, MoABiViHE chnine, KOHTPOMbOBaHe AochimkeHHs a3 lllb ans ouiHkm edekTMBHOCTI,
6e3neyHocTi Ta (papMakoKiHETUKM BULLMX [03 OKpenisymady y [0pocnux NauieHTiB 3 peuuanByounm
PO3CitHUM CK/lepo30oM», Kog gocnimkeHHa BN42082, sepcia 3 Big 27 xoBTHA 2021 p.; crnoHcop -
®.XochdmanH-/15 Pow /114, LWBeliyapis

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAA/IBHICTIO «Pow YkpaiHa»

20. fJopatok ao cdopmu iHhopMmoBaHOT 3rogu nig yac KPU3oBOI cuTyauii B YKpaiHi ANnA focnimKeHHs
BN42083, Bepcia 1.0 ana YKpaiHM YKpaiHCbKOI Ta POCINCbKO MoBamu Bif 26 cepnHa 2022 p. Ha
OCHOBI MmaiicTep-Bepcii gogatka 1 go ®I3 nig yac KpusoBoi cutyauii B YKpaiHi Ana pocnigkeHHs
BN42083, Bepcisa 1 Big 23 cepnHa 2022 p. [0 NPOTOKO/Y K/HIYHOrO AocnimkeHHA «BbaratoueHTpose,
paHOoMi3oBaHe, MoABiViHE chnine, KOHTPOMbOBaHe AochimkeHHs a3 lllb gns ouiHkM edekTMBHOCTI,
6e3MneyHoCTi Ta rapMakoKiHETUKM BULLMX [03 OKpenisymady y AOpoc/vX 3 MepBUHHUM MPOrpecyoynv
pO3CitHUM Cck/lepo3oM», Kkog pocnimkeHHAa BN42083, Bepcia 3 Big 28 xoBTHA 2021 p.; crnoHcop -
®.XodhdmaHH-/1a Pow fTa, LWseiuapis

3adaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiZNOBiAa/IbHICTIO «PoL YKpaiHa»

21. 3miHa BignoBiganbHOro AocaigHUKA y MicLi NPOBeAEHHA KNiHIYHOrO BUNPOGYBaHHA A0 NPOTOKOY
KNiHIYHOro  AocnimkeHHss «52-TKHeBe, paHAoMi3oBaHe, MoABiiHe cnine, nnauebo KOHTPO/IbOBaHe
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OOCNIMKEHHST Y NapasiefibHMX rpynax 3 MeTOK OUiHKM e(pekTUBHOCTI Ta 6e3neyHocCTi ABOX [03 npenapaty
CHF6001 y chopmi Ccyxoro nopoLuky ANs iHransuii, Wwo AofanTbea A0 NiATPMMYOUYOT NOTPIRHOT Tepanii y
nawieHTiB i3 XPOHIYHUM OOCTPYKTMBHUM 3aXBOPIOBAHHAM siereHb (XO3/1) Ta XPOHIYHUM BPOHXITOM», KOZ
pocnipkeHHa CLI-06001AA1-04, sepcia 4.0 Big 18 6epesHsa 2022 poky; cnoHcop - «K'e3i ®apmaueBTidi
C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanisa

3anBHUK - TOBAPUCTBO 3 06MEXEHOH BifnosiaanbHicTio «/TABKOPM KIHIKAN AEBENOMMEHT YKPAIHA»

BYNO CTANO
O.M.H., npod. AwwmHa /1.0. nikap MockaneHko C.M.
[JepxaBHa ycTtaHoBa «HauioHanbHWii IHCTUTYT | [lepkaBHa YycTaHoBa «HauiOHaslbHWIA  IHCTUTYT
dTusiaTpii i nynbmoHonorii iMm. ®.I. AHoBCbkOro | prusiatpii i nynbmMoHonorii iM. ®.I'. HAHOBCLKOro
HauioHanbHOT akagemii MmeguuHux Hayk YkpaiHu», | HauioHanbHOI akagemii MeanyHnX HayK YKpaiHu»,
BiQAiNEHHS AjarHoCTMKKW, Tepanil Ta KAHIYHOI | BiAAINEHHS  AiarHOCTWMKKM, Tepanii  Ta  KAiHiYHOT
thapmakonorii 3axBoploBaHb /1ereHb, M. Knis hapmakonorii 3aXBOpoBaHb /1ereHb, M. Kuis

22. bpoulypa gocnigHuka aocnigKyBaHoro nikapcbkoro 3acooy ARGX-113 (Efgartigimod), BugaHHsa
10.0 Big 23 nuctonaga 2021 p., aHrniicbkolo MoBoio; fAopatok go IHdopmauii gns naugieHTa Ta
thopmu iHchopmoBaHoOi 3rogun ans YKpaiHu, aHrNiicbKo mMoBoto, Bepcis 1.0 Big 31 TpaBHsA 2022 p.;
Aopartok Ao IHcopmauil ana naudieHTa Ta popmu iHhopmoBaHOI 3rogu Ana YKpaiHU, YKpaTtHCbKOK
MoBoto, Bepcia 1.0 Big 31 TpaBHA 2022 p.; Aoaatok Ao IHdopmauii ana naudieHTa Ta copmu
iHhopmoBaHOi 3roau pnsa YKpaiHu, pocilicbkolo MoBow, Bepcia 1.0 Big 31 TpaBHA 2022 p.;
IHhopmauia ana naugieHta 1a dopma iHPOpMOBaHOI 3rogu ANAA YKpaiHW, aHrNificbKow MOBOIO,
Bepcifa 6.0 Big 17 notoro 2022 p.; IHpopmauia ana nauieHTa Ta ¢popma iHpopmoBaHOi 3rogu Ans
YKpaiHu, yKpaiHCbKOIO MOBOlO, Bepcifi6.0 Big 17 niotoro 2022 p.; IHpopmauia AnA nauieHTa Ta
thopma iHchopMmoBaHoOi 3rogn AnA YKpaiHu, pocilficbkolo MOBOHO, Bepcis 6.0 Big, 17 nwoTtoro 2022 p.;
COVID-19 Jfopatok Bepcii 4.0 Big 17noT1oro 2022 p. po IHdopmauii gna nauieHta i ¢opmu
iHcbopmMoBaHOi 3rogun ansa YKpaiHu, aHrniiicbKko MoBoto, Bepcifa 6.0 Big 17 notoro 2022 p.; COVID-19
Aopatok Bepcii 4.0 Big 17nto0toro 2022 p. ao IHchopmauii gna nayieHta i popmu iHopmoBaHoOiI 3roaun
AnA YKpaiHu, yKpalHCbKOI0 MOBOO, Bepcis 6.0 Big 17 ntotoro 2022 p.; COVID-19 fopaTtok Bepcii 4.0
Big 17 nmotoro 2022 p. po IHchopmauii ana nauieHta i oopmu iHpopMoBaHOI 3roau ANA YKpaiHu,
pociiicbkolo MoBoto, Bepcia 6.0 Big 17 nwoToro 2022 p. A0 NPOTOKOAY KAIHIYHOrO BUMNPOBYBaHHSA
«Bigkpute npofoBXeHHA pocnigxkeHHs ARGX-113-1802 a8 BMBYEHHA [OBrOCTPOKOBOT 6e3neyHocCTi,
nepeHocMocTi Ta edhekTUBHOCTI npenapaty Edpraptirimog PH20 onsa niglwkipHoro BBeeHHA Yy NavLieHTiB i3
XPOHIYHOI 3ana/ibHOK AEeMIENiHI3yodo nosiHenponartielo (X34M)», kog pocnigpkeHHs ARGX-113-1902,
Bepcisa 4.0 Big 07 ciuna 2021 p.; cnoHcop - argenx BVBA, Belgium/ apmpxkeHkc BBBA, benbris

3anBHMK - ToBapuctBo 3 O6MexeHow BignosiganbHicTio «KoHTpakTHO-JocnigHmupka OpraHisauis
IHHOGhapM-YKpaiHa»

23. OHOBMEHUIA NPOTOKOJ KiiHiyHOro gocnimkeHHss MOR208C310, octaTouHa pegakuia 6.0 Big 12
nunHa 2022 p.; CMHONCUC OHOB/IEHOrO MPOTOKONY AOCAIMKEHHA, ocTaToO4Ha pegakuia 6.0 sig 12
nvnHa 2022 p., nepeknag 3 aHIMiACbKOI MOBU Ha YKpaiHCbKy MoOBY Big 05 cepnHa 2022 p.;
IHchbopmauiiHuii NMcToK nauieHTa i hopma iHhopmoBaHoi 3rogu (Ha ocHoBi pegakuii 5.0), octaTouHa
pepakuisa 3.0 aHrniicbkolo MoBOK Ans YkpaiHu Big 07 uepBHA 2022 p., octaTouyHa pegakuia 3.0
YKpalHCbKOI0 MOBOI Ans YKpaiHu Bip 07 uvepBHA 2022 p., ocTaTtodHa pepakuis 3.0 pociiicbkoto
MOBO Ans YKpaiHu Big 07 uepBHA 2022 p.; [ocbe AocnifKyBaHOro Jsikapcbkoro 3aco6y (IMPD)
Tadhacurama6b (Tafasitamab): Po3gin 2.2 NokniHiuHi cpapmakonoriuyHi Ta TokcukonorivHi gadi /| Non-
clinical Pharmacology and Toxicology Data Big TpaBHa 2022 p.; Po3gin 2.3 [JaHi npoBegeHuUX
nonepegHix KniHiuHux gocnimpkeHb Ha noauHi | Clinical Trial and Previous Human Experience Data
Big TpaBHA 2022 p.; MyTiBHUK i3 HagaHHA iHhOPMOBAHOI 3roau Ha y4dyacTb Yy AOCNIMKEHHi, peaakuis
1.0 Big 24 uepBHA 2022 p., ocTatouHa pegakuia 1.0 ykpaiHCbKOO MOBOIO Big, 24 uepBHA 2022 p.,
ocTaTtouyHa pepakuis 1.0 pociiicbkolo MOBOIO Bifg 24 uepBHA 2022 p.; lucT nikapto, pegakuis 1 Big 19
TpaBHA 2022 p., nepeknag 3 aHrNiiCbKOT MOBU Ha YKpaiHCbKy MOBY Big 02 uepBHsa 2022 p.; KapTka
HanpaBJ/lIeHHA nauieHTa, pegakuis 1.0 Big 24 uepBHA 2022 p., ocTaToyHa pegakuis 1.0 yKpaiHCbKOK
MOBOIO Bif, 24 uepBHsA 2022 p., octatouHa pegakuis 1.0 pociiicbkolo MOBOI Big 24 uepBHsa 2022 p.;
PexknamHuii noctep, peaakuisa 1.0 Big 18 nunHa 2022 p., octaTouHa pegakuis 1.0 ykpaiHCbKOO MOBOIO
Big 18 nunHa 2022 p., ocTtatoyHa pepgakuia 1.0 pociiicbkolo MoBow Big 18 nunHa 2022 p. go
MPOTOKOMY  KMIHIYHOTO  AOCNifpKeHHs «baraToueHTpoBe paHgoMi3oBaHe, MOABIMHO crine, nnauebo-
KOHTpO/IbOBaHe gJocnimpkeHHs Il dasm 3 MeTol OuiHKM e(heKTMBHOCTI Ta 6e3neyHoCTi NikyBaHHS
TadpacuTamabom y MOEfHAHHI 3 JleHaNigoMIZOM [J04AaTKOBO A0 XimioTepanii 3a cxemow R-CHOP vy
MOPIBHAHHI 3 XimioTepanielo 3a cxemoid R-CHOP y naujieHTiB 3 yneplue BUsiBNEHOW aAudiy3How B-
KPYMHOKNITUHHOK nimcpomoto (ABKJ/T), ki paHille He NpoxXoAunu NikyBaHHS 3a LM NokasaHHsAM i BXOASATb A0
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rpynu BUCOKOrO NPOMDKHOro abo BUCOKOIO puU3nky», Ko gocnimpkeHHs MOR208C310, octaTtoyHa pejakuis
4.0 Big 17 4epBHs 2021 p.; cnoHcop - «MophoCuc Al» [MorphoSys AG], HimeuyunHa
3asBHUK - TOBAPUCTBO 3 OEMEXXEHO BIAMNOBIAANLHICTHO «Ml EC AU-YKPAIHA»

24. bpowypa pocnigHuKa pocnigkyBaHoro siikapcbkoro saco6y Jlycnatepuent (ACE-536), Bepcis
15.0 Big 23 uepBHA 2022 p., aHrnificbkoto MoBow; ACE-536-MDS-002, IHchopmauis gna naugieHTa i
c¢hopma iHhOpMOBaHOI 3rogu aHrNificbKo MOBOI Asis YKpaiHu, Bepcia 7.0 Big 12 cepnHa 2022 p.;
ACE-536-MDS-002, IHhopmauia gna nauieHta i popma iHhOpmMOBaHOI 3roau YKpaiHCbKOIO MOBOIO
Ana YkpaiHu, Bepcia 7.0 Big 12 cepnHAa 2022 p.; ACE-536-MDS-002, IHchopmauis gna nawuieHTa i
thopma iHthopMoBaHOT 3rogn pPociicbKO MOBOI AnA YKpaiHu, Bepcia 7.0 Big 12 cepnHa 2022 p. go
NPOTOKONY KAMiHIYHOrO A0CAIMKEHHSA «BigkpuTe, paHAoMizoBaHe AocnimkeHHs Pasn 3 ANs NOPIBHSAHHSA
edhekTMBHOCTI Ta 6e3nedvHocTi npenapaty nycnatepuent (ACE-536) Ta enoeTuHy anba Ans nikyBaHHSA
aHeMil, cnpuynHeHoi mienogmennactTnyHumm cuHapomamun (MAC) 3 ayxe HU3bKUM, HA3LKUM a60 NMPOMIXHUM
piBHeM pu3uky 3a IPSS-R, y nauieHTiB, ki paHille He OoTpMMyBaIn CTUMYNATOPU epuTponoesy Ta
noTpebyloTb NepesiMBaHHA epuTtpounTiB», KoA gdocnimkeHHs ACE-536-MDS-002, nonpaska 4.0 Big 31
6epesHs 2022 p.; cnoHcop - Celgene Corporation, USA/ CengyxeH KopnopeiiwH, CLUA

3aaBHUK - ToBapuctBo 3 OO6MexeHow BignosiganbHiCTIO «KOHTpakTHO-AOCNIOHULBKA OpraHisaLis
IHHO®apmMm-YkpaiHa»

25. fopaTok 1 Big nunHAa 2022 poKy ao bpouwypu gocnigHuka gna RO6889450 Ralmitaront (TAAR1(4)
Partial Agonist), Bepcia 7 Big XOBTHA 2021 poOKy, aHrNiliCbKOKO MOBOI 0 MNPOTOKO/Y KAiHIYHOro
pocnimpkeHHs «PaHgomizoBaHe, noAgiiHe cnine, nnauebo- KOHTPOIboBaHe AOCNiMKEHHA dhasn |l Ans ouiHKK
edpekTiB npenapaty RO6889450 (PanmitapoHT) y naujieHTiB i3 wmnsodpeHieto abo 3 Wn3oadyekTUBHUM
poO3/1a40M Ta HeraTUBHUMU cuMnTOMamMmn» , Koa gocnimpkeHHs BP40283, sepcis 6 Bifg 27 BepecHs 2021 p.;
cnoHcop - ®. XodpcpmaHH-/1a Pow /14, LWseliyapis (F. Hoffmann-La Roche Ltd, Switzerland)

3asaBHMK - ToBapucteo 3 O6MexeHow BignosiganoHicTio «KoHTpakTHO-JocnigHuubka OpraHisadis
IHHOhapm-YKpaiHa»

26. 3miHa KOHTpPaKTHOI AoCNigHULLKOI opraHisauii B YkpaiHi Ha TOB «KMIHIYHI BUNMPOBYBAHHSA»;
MpopoBXeHHA CTPOKIB NPOBEeAEHHA KI/iHIYHOro BUMPOOYBaHHA B YKpaiHi no 01 ciuHa 2025 poky;
IHcbopmauiiHuinc nucToK naudieHTa Ta chopma iHchopmoBaHoi 3rogn, Bepcia 3.0 agna YkpaiHu Big 20
nunHAa 2022 poky, nepeknag YKpaiHCbKo MOBOIO Big, 20 nunHA 2022 poky; IHhopmauiiiHuii NNCTOK
nauieHTa Ta popma iHhopmoBaHoi 3rogu, Bepcia 3.0 gna YkpaiHum Big 20 nunHa 2022 poKy, nepeknag,
pociiicbkolo mMoBow Big 20 nunHa 2022 poky; IHgopmauiiHuii nNuUCTOK nauieHTa Ta chopma
iHdbopMmoBaHoI 3roau, Bepcia 3.0 anA YkpaiHu Big 20 nunHAa 2022 poKy, Ha OCHOBI MacTep-Bepcii 8.0
aHrnificbkolo MOBOIO Bifg 29 Gepe3HA 2021 poKy; peksiamHa NUCTIBKa ANA BeG-cauTy, Bepcis ans
YkpaiHu 1.0 Big 28 uepBHA 2022 poOKy, YKpalHCbKOIO MOBOIO; peK/laMHa /IUCTiBKa AN nauieHTIB,
Bepcisa anAa YkpaiHu 2.0 Big 29 uepBHA 2022 poKy, YKpPAiHCbKOIO MOBOIO; pediepasibHUI NvucT Ao
nikapiB, Bepcia ana YkpaiHu 2.0 Big 29 uepBHs 2022 poKy, YKPAlHCbKOIO MOBOK [0 MPOTOKOY
KMiHIYHOrO BUNPOOGYyBaHHA «PaHgomizoBaHe, MoABiiiHe chnine, niaueb0-KOHTPO/IboBaHe, bGaraTtoueHTpoBe
OOCNIMKEHHA 3 METOK MNOPIBHAHHA edeKTMBHOCTI Ta 6e3Me4yHOCTi KOMOGIHOBAHOrO 3aCTOCYBaHHS
GypecoHigy 4 mMr y HOBIli hopMi Cyno3nTopIiB i3 MecanasnHoM A/151 NepopasibHOro NPUnOMy Ta MOHOTepanii
Mecana3MHOM AJ/151 NepopasibHOro NPUNOMY y MaLi€HTIB i3 TOCTPUM BUPA3KOBUM KOTITOM», KOA, AOCAIAKEHHS
BUS-5/UCA, Bepcis 4.0 Big 09 nuctonaga 2020 poky, 3 iHKOpnopoBaHow nonpasBkoto 02; cnoHcop - Ap.
danbk dapma N'm6X, Himeuuunna (Dr. Falk Pharma GmbH, Germany)

3aaBHUK - TOB «K/IHIYHI BUNMTPOBYBAHHA»

27. bpouypa gocnigHuka A/13 C21 Bepcisa 6.0 Big 05 nunHa 2022 poky; 3anydyeHHAa HoBoro MIMB fo
MPOTOKONY KNiHIYHOro BUNPOOYBaHHA «baratoueHTpoBe, BigKpUTe BUMPOOYBaHHA dhasu 2 3 OJHIEND Tpyrnoto
NiKyBaHHA ANA [OCAIMKEHHS 6e3MeyYHOCTi, eDeKTUBHOCTI Ta hapMakokiHeTUKM npenapaTty C21 y nauieHTis 3
igionatnyHMM nereHeBuM PiGpo3om», kog gocnimxkeHHs VP-C21-005, sepcia 7.0 Big 15 BepecHsa 2021 p.;
crnoHcop - «Bikop ®apma Ab» /Vicore Pharma AB, Sweden

3aasHuK - TOB «HO CI TI-TNTOBAJ», YkpaiHa

No M.1.B. BignoBigasbHOro gocnigHnka

n/n Ha3Ba micusl npoBeAEHHS K/iHIYHOrO BUNPOBYBaHHS

1. | A.M.H., npodd. OcTpoBCbKMii M.M.
KomyHasibHe HekomMepLUinHe NigNPMEMCTBO «IBaHO-®paHKIBCbKNIA obnacHuii
TU3ioNYILMOHONONIYHMI LEeHTP |BaHO-PpaHKIBCbKOT 061acHOT paau», BigaineHHs nynbMOHOAOTrI




| | Ne2 , M. IBaHO-®paHKIBCbK |

28. OHoBneHa Bpowypa gocnigHuka ans nikapcbkKoro 3acoby nem6ponisymad, Bepcia 22 Big 13
TpaBHA 2022 poKy; OHoOBfieHWi iHchopMauiliHuii NUCTOK AnA nauieHTa Ta ¢hopma iHpopmoBaHOI
sroagn Ana YKpaiHu, Bepcia 3.0 Big 11 snunHa 2022 p. aHrniiicekoro MoBOK; OHOBNEHWIA
iHhopmauiliHuii NnMcToK ANnA nauieHTa Ta popma iHhopmoBaHoi 3rogu ana YkpaiHu, sepcis 3.0 Big 11
aunHAa 2022 p., YKpaiHCbKOKO MOBOK 10 NPOTOKOY KAiHIYHOro pocnimpkeHHs «TACTI-002 (Two ACTive
Immunotherapeutics): BaraTtoueHTpoBe, Bigkpute aocnimkeHHs ¢asu |l y nauieHTiB 3 paHille HeslikoBaHUM
HeonepabenbHumM abo meTacTaTUYHUM HeApPIGHOKNITUHHMM pakom nerexi (HOPJT), a6o peungmeytounm PD-
X pedpakrepHum HAPJI, abo peunamBytoumMM 4um MeTacTaTUYyHUM MIOCKOKMITUHHMM PakoM rosIoBMU Ta Lwni
(MPrLW), ki OTPUMYKTb PO3UMHHUIA pPekomMOiHaHTHUIA 6inok LAG-3 edbtunarivog anba (IMP321) y
KOMbGiHaLji 3 nembponisymabom (aHTaroHicT PD-1)», kog gocnigpkeHHs TACTI-002, Bepcis 4.1 ciHanbHa, Bif,
8 uepBHSA 2021 poky; cnoHcop - Immutep S.A.S., ®paHuis

3aABHUK - TOBAPUCTBO 3 06MEXEHOI0 BifMnoBiaanbHicTio «/TABKOPM KAIHIKAN AEBE/TONMEHT YKPAIHA»

29. OHOB/IEHMIA NMPOTOKON KJiHIYHOro BUNpo6yBaHHA M16-066, iHkopnopoBaHuii MonpaBkamu 1, 2,
2.01 (Tinbkn gna Kutaw), 3, 3.01 (tinbku ana HimeyuuHun), 4 Ta 4.02 (gnA YkpaiHM Ta npunernux
3afisiHNX KpaiH) i AgMiHicTpaTuBHUMM 3MiHamMu 1, 2, 3 T1a 4 Big 09 TpaBHA 2022 poky; IHhopmauiiHunii
JINCT NavuieHTa CTOCOBHO fAili B yMoBax naHgaemii (Takoi sk COVID-19) aGo iHWMX BaOXIUBUX NOAIM, AKi
BM/IMBalOTb Ha y4yacTb Yy pocnigkeHHi [IHpopmauiiHMiA nucTt Ansa  ydyacHuMKa KAiHIYHOro
BUNpoOyBaHHA], Bepcia 1.0 gna YkpaiHu Big 26 6epe3HA 2022 poKy, YKPAiIHCbKOK Ta POCIACBHKOI
MoOBaMW [0 MPOTOKO/Y K/IHIYHOrO BUNPOOYBaHHS «baraTtoueHTpoBe, paHAOMi30BaHe, NoABiiHe chine,
nnauebo-KoOHTPO/IbOBaHEe 52-TMXKHEBE BIAKPUTE MPOAOBXEHE AOCNIMKEHHS NigTPUMYytoUoi Tepanii Ans
BMBYEHHS edIEKTMBHOCTI Ta 6e3neyvyHocTi PicaHKizymaby Yy nauieHTiB 3 BUPA3KOBUM KOMITOM», KOp,
pocnimpkeHHss M16-066, iHkopnopoBaHuii MonpaBkamu 1, 2, 3 Ta 4 Big 01 x0BTHSA 2020 poKy; cnoHcop -
AbbVie Inc., USA

3adaBHuK - «<E66BI BiohapmacktoTikans Mm6X», Lseiiuapis

30. OHOB/EHMI A NMPOTOKO/ K/iHIYHOrO BUNpoGyBaHHA M16-067, iHKOprnopoBaHuii nonpaskamu 1, 2,
2.01 (tinbku ana Kanagm), 2.02 (tinbku ana Kutaio), 2.03 (Tinbkn ana Himeuydyuuwm), 3 1a 3.02 (gns
YKpaiHu Ta npunernux sagiaHux kpaiH) i AamMmiHicTpatTuBHUMM 3MiHamMu 5, 6, 7, 8 Ta 9 Big 09 TpaBHSs
2022 poKy [0 MPOTOKOJY KIIHIYHOrO AOC/iMKEHHS «baraTtoueHTpoBe, paHLoMi3oBaHe, noggiiHe criine,
nnaueb0-KoOHTPO/IbOBaHE AOC/IMKEHHS HAYKUIMHOT Tepanii A1 BUBYEHHSA e(eKTUBHOCTI Ta 6e3neyHocCTi
picaHKizyma6y y naljieHTiB 3 BUPa3KOBUM KOJIITOM Bif cepeHbOBaXxKOT A0 BaXXKOT (DOPMU aKTUBHOCTI», KO,
pocnigpkeHHss M16-067, iHkopnopoBaHuii nonpaskamu 1, 2 Ta 3 Big 01 »oBTHA 2020 poky; cnoHcop - AbbVie
Inc., USA

3adaBHuUK - «<E66BI BiohapmackoTikans Mm6X», Lseiiuapis

31. OHoBANEHMiT NPOTOKOJ KNiHIYHOro gocnimkeHHs 3 nonpaskoto 06, Bepcia 1 Big 23 TpaBHA 2022
POKy, aHrniiicbKkoo MoBoto; OcCHOBHa iHthopmauis npo gocnigkeHHA T1a hopma iHPopMOBaHOI 3roaum,
Bepcia 6 Big 24 TpaBHA 2022p., aHrNiicbKol MOBOWK; IHchopmauia gna nauieHta i dopma
iHbopMoBaHOi 3rogu, Bepcis AnA YkpaiHn Ne6 Big 15 uepBHA 2022p. (Ha OCHOBi OCHOBHOI
iHcpbopmauil npo pocnigkeHHsa Ta copmu iHhpopmoBaHoi 3roau, Bepcisa 6 Big 24 TpaBHA 2022p.),
YKpaiHCbKOIO Ta pociiicbkolo moBamu; LLloaeHHUK nauieHTa, Bepcia 6.0 Big 25 tpaBHA 2022 poKy,
YKPaAiHCbKOIO Ta POCilicbKolo moBamMu; 3MiHa IOPUAUYHOI afpecu CNOHcopa KNiHIYHOTo AOCNigKeHHSA
[0 NPOTOKO/Y K/IHIYHOro AO0CAIMKEHHST «[JOBrOCTPOKOBE pPO3LIMPEHE AOCMIMKEHHS 3 OLiHKM 6e3nekn Ta
edhekTMBHOCTI npenapaTy SAR442168 y yyacHVKIB AOCAIMKEHHS 3 PeunanBYHOUMM PO3CISHAM CK/1EP0O30M»,
KoL pocnimpkeHHs LTS16004, 3 nonpaskoto 05, Bepcia 1 Big 29 nunHa 2021 poky; cnoHcop - Genzyme
Corporation, USA ([xeH3aiim KopnopeiiwH, CLLA)

3anBHUK - TOB «CaHodi-ABeHTIC YkpaiHa»

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

32. OHoBneHuii MpoTokon KniHiuHoro gocnimkeHHa ICP-CL-00112, Bepcia 5.2 Big 21 yepBHA 2022
POKY [0 MPOTOKOJTy KMIHIYHOTO AOCAifpKEHHS «PaHAomizoBaHe, noggiiHe criine, niaueb0-KoOHTPOsIboBaHe
JocnipkeHHs dasn 2 s ouiHkM  edpekTMBHOCTI, 6e3MeyYyHOCTi, MepPeHOCMMOCTi, (hbapMakoKiHETMKM Ta
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6i010rYHOT aKTUBHOCTI OpenadpyTUHIOY Y NauieHTIB i3 peLnanByHO-pEMITYIOUMM PO3CISHUM CK1EPO30M>,
Koa pocnimkeHHs ICP-CL-00112, sepcis 5.1 Big 15 6epesHsa 2022 poky; cnoHcop - InnoCare Pharma, Inc.,
USA

3asBHYK - MignpueMcTBo 3 100% iHo3eMHol iHBecTHULielo «AVK'IOBIA PAC YkpaiHa»

33. OHoBeHMii NpPoOTOKON KNiHiYHOro Bunpo6yBaHHA HLX10-005-SCLC301, Bepcia 5.0 Big 22 KBiTHA
2022 poky; ®opma iHopmoBaHOI 3rogn ANns yyacTi y HAyKOBOMY KNiHIYHOMY gocnigkeHHi, Mogenb
Ansa YKpaiiu, Bepcisa 7.0 Big 27 TpaBHA 2022 poKy, YKPAiHCbKOIO Ta pociiicbKkoio moBamu; [logaTkoBa
thopma iHchopMOBaHOI 3rogu Ha fliKkyBaHHA MicnsA NporpecyBaHHs 3axXBOpHOBaHHA (HEOGOB’A3KOBA),
Mogenb gna YkpaiHu, Bepcifa 5.0 Big 27 tpaBHA 2022 poKy, YKPAiHCbKOK Ta POCICbKOIO MOBamu;
OHOB/EHe [40CbE [0CMiMKYyBaHOIO Jlikapcbkoro 3acody HLX10 100 mr po3uuH gns iHdysiii, Bepcis 03
Bif 24 TpaBHA 2022 poky; 3miHa BignosigasibHOro aocnigHuka; MoaoBXeHHA TPUBAOCTI KNiHIYHOro
BUNPOGYBaHHA B YKpaiHi Ao 30 uepBHA 2023 poKy [0 MNPOTOKOMY KANIHIYHOTO  AOCAIAKEHHS
«PaHpgomizoBaHe noggiiiHe cnine 6GaraToueHTpoBe AocnimpkeHHs a3 [ll 4ns NOpIBHAHHA  KAIHIYHOT
edhekTMBHOCTI Ta 6e3neyHocti HLX10 (pekomM6iHaHTHOrO rymMaHi3oBaHOr0 MOHOK/IOHa/IbHOrO aHTuUTiNa Ao
PD-1 (aHTn-PD-1) ans iH'ekuin) B kKOMGiHauii 3 ximioTepanielo (kap6onnatvH + eTonosug) y paHiwe
HenikoBaHMX NauieHTIB 3 NowwuvpeHo opMOK APIOHOKNITUHHOrO paky nereHi (AKP/1)», koA AoCnifKeHHA
HLX10-005-SCLC301, Bepcia 4.0 Big 05 motoro 2021 poky; cnoHcop - Shanghai Henlius Biotech, Inc.,
China / lWanxai XeHniyc baiioTek, IHK., Knutaii

3aasHuK - TOB «[MAPEKCE/ YkpaiHa»

BYNO CTANO
3aB. Big. Ko63eB O.l. nikap /leoHoBa B.B.
KomyHasnbHe HekomMepLUiiHe nignpnemcTBo | KomyHasibHe HekomepLiiHe nignpuMeMCTBO
«O06nacHUn  LEHTP OHKOMOrii», OHKOXipypriyHe | «O6GMacHUn  LEHTP  OHKOMOriT»,  OHKOXIpypriyHe
BigAiNEHHs OpraHiB rpyaHoT MOPOXHUHKN, M. XapKiB | BigAiNeHHS OpraHis rpyAHoT NOPOXHUHU, M. XapkiB

34. OHoBNEeHWiT NPOTOKON KNiHiuHOro BunpoGyBaHHA No. BAY 2757556/20290 Bepcisa 14.0 Big 23
nTtoro 2022 p.; AocnigpkeHHa 20290 IHdopmauia ana nauieHta Ta popma iHhopmoBaHoOT 3roau AnA
y4yacHUKIB AocnimkeHHsA BiKOM Bif, 7 Ao 12 pokis, Bepcia 3.0 Big 22 nunHa 2022 p. ana YkKpaiHu
YKpalHCbKOI0 MOBOIO Ha 6as3i OCHOBHOI Bepcii IHhbopmauii gna nauyieHTa Ta oopmu iHopMoBaHOI
3rogun oNs ydacHuUKIiB AocnifkeHHA BiKOM Bif 7 go 12 pokiB, Bepcis 13.0 Big 28 6epe3Hsa 2022 p.;
HocnigpxeHHa 20290 IHcopmauis ana nauieHTa Ta popma iH(popMoOBaHOI 3rogn ANsl y4YaCHUKIB
pocnipkeHHA Bikom Big 12 no 14 pokis, Bepcifi 3.0 Big 22 nunHa 2022 p. ansa YKpaiHU YKPaiHCbKOO
MOBOIO Ha 6a3si ocHOBHOI Bepcii IHopmauii gna nauieHta Ta chopmu iHpopMoBaHOI 3roau Ans
Y4YacCHUKIB gocnimkeHHs Bikom Big 12 go 14 pokiB, Bepcisa 13.0 Big 28 6epe3Hs 2022 p.; AocnigKeHHs
20290 IHchopmauis gna nadieHta Ta hopma iHthopMoBaHOi 3rogu ANs y4acHUKIB AOCIAKEHHS BiKOM
Big 14 po 18 pokiB, Bepcia 3.0 Big 22 nunHa 2022 p. pnA YKpaiHM YKPAiHCbKOKO MOBOKO Ha 06asi
OCHOBHOI Bepcii IHopmaunii ana nauyieHta Ta ¢opmu iHhopMOBaHOI 3roaun ANA Y4YacCHUKIB
pocnipkeHHs BikoMm Big 14 no 18 pokiB, Bepcis 15.0 Big 28 6epesHs 2022 p.; AocnimkeHHs 20290
IHhopMmauia gna nauieHTa Ta dpopmMa iHPOPMOBaHOI 3roaAu Ha y4yacTb y AoCAifKEeHHi ANna fopocanx
nauieHTiB, Bepcia 3.0 Big 22 nunHa 2022 p. Ansa YKpaiHW YKpaiHCbKOIO MOBOK Ha 6asi OCHOBHOI
Bepcii IHbopmauii Ana nauieHTa Ta cbopmu iHOPMOBAHOI 3rogn Ha yyacTb Yy AOC/iMKEHHi Ansa
popocnux nauieHTiB, Bepcia 15.0 Big 28 6epesHa 2022 p.; OocnimkeHHA 20290 IHchopmauia ans
6aTbKiB nauieHTa Ta dpopma iHchopmoBaHOi 3rogu Ans 6aTbKiB ydYacHMKa AociimKeHHsA, Bepcia 3.0
Big 22 nunHa 2022 p. gnA YKpaiHM yKpPaiHCbKOIO MOBOIO Ha 6a3i OCHOBHOI Bepcii IHhopmauii gns
GaTbkKiB nauieHTa Ta hopMmu iHPOPMOBAHOI 3roau AnA 6aTbKiB ydacHMKa gocnigkeHHs, Bepcia 15.0
Big, 28 6epe3Hsa 2022 p.; locbe AocnimKyBaHOro nikapcbkoro 3aco6y Bepcis 01 Big 16 6epe3Ha 2022
p.; Bpouwypa AocnigHuka Bepcia 9.0 Big 11 notoro 2022 p. A0 NPOTOKO/Y KAIHIYHOrO AOCAIMKEHHS
«JlocnigxeHHa 1/2 dasn 3acTtocyBaHHA MNepopasibHOro iHriGitopy TRK NnapoTpekTiHioy Yy nauieHTiB
OWUTAYOro BiKY 3 NPOrpecyyvMn  COMAHUMW NyXNUHaMM abo MNEPBUHHUMWU NYyXIMHAMW  LEeHTPasIbHOT
HepBOBOI cucTeMu», Kog pocnimkeHHs No. BAY 2757556 | 20290, sepcisa 13.0 Big 22 yepsBHa 2021 p.;
cnoHcop - baitep KoHcetomep Kep AT, LBeliuapis

3asBHUK - TOB «baliep», YkpaiHa

35. OHOB/EHUI NPOTOKON KAiHIYHOro BUNpo6yBaHHA MK-7339-009 3 iHKkOopnopoBaHOoIo nonpaskoto 02
Big 18 TpaBHA 2022 poKy, aHrnilicbkoio MoBolo; 3MmiHa Ha3Bu Ta agpecu CnoHcopa; Bpowypa
pocnigHuka Pembrolizumab (MK-3475), BugaHHA 22 Big 13 TpaBHA 2022 poKy, aHr/1iiCbKOIO MOBOIO;
3miHa KinbKOCTi gocnigkyBaHux B YKpaiHi 3i 100 go 97 oci6; 3pasoK NepBUHHOIO MapKyBaHHSA
Olaparib Bottle, Bepcisa 2.0 Big 24 TpaBHA 2022 poKy; 3pa3oK BTOPUHHOro MapkyBaHHA Gemcitabine
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Kit, Bepcia 2.0 Big 29 uepBHA 2022 poky; 3pa3oK NepBMHHOro MapkyBaHHA Gemcitabine Vial, Bepcis
2.0 Big 29 uepBHA 2022 poky; 3pasoK CNpPoOLEHOro MapKyBaHHA 3apeecTpoBaHOro B YKpaiHi
NikapcbKoro 3aco06y, siKMii 3aCTOCOBYETbCS B K/1IHIUHOMY BUNpPOGYBaHHi, Bepcia 5, Bif 22 nunHA
2022; YkpaiHa, MK-7339-009, IHchopmaLia Ta AOKYMEHT npo iHopmoBaHy 3rogy A1 NalieHTa,
Bepcisa 2.00 Big 02 cepnHAa 2022 p. yKpaiHCbKOIO MOBOIO; 3MiHa Ha3BU MicLAl NPOBeAEHHS KNiHIYHOro
BUNPOGYBaHHA 40 NPOTOKO/Y KMNiHIYHOTO AOC/iMKEHHS «PaHaoMi30BaHe BigKpUTe AOCNiMpKEHHS dhasn 2 Ta
3 Onanapuby y kombiHauii 3 [Nembponisymabom Yy MOPiBHAHHI 3 XimioTepanield y KombGiHauii 3
Mem6ponisymabom nicns iHAYKUiT KAIHIYHOT nepeBarM 3 MepLIok JliHIEW XimioTepanii y kom6iHauii 3
Membponizymabom y nauieHTiB 3 MiCLLeBO-pPeLMANBYOHMM HeonepabenbHUM abo meTacTaTM4HUM MOTPIAHO-
HeraTMBHUM pakoMm MonodHoi 3an03nm (TNBC) (KEYLYNK-009)», ko pocnigpkeHHsa MK-7339-009, 3
iHkopnopoBaHoto nonpaskoto 01 Big 02 yepBHsA 2021 poky; cnoHcop - «Mepk Wapn EHg Ooym Kopn.»,
podipHe nignpnemctBo «Mepk EHA Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck &
Co., Inc., USA)

3aaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BignoBigasibHiCcTio «MC/L YkpaiHa»

BYNIO CTANO
«Mepk Llapn eHO Joym Kopn.», OouipHe | TOB Mepk Llapn eHO [Joym (Merck Sharp &
nionpuemcmso «Mepk eHO Ko., IHk.», CLLUA, | Dohme LLC)
(Merck Sharp & Dohme Corp., a subsidiary of | Adpeca: 126 Icm JliHkosbH aseHro, n/c 2000,
Merck & Co., Inc., USA) Pageli, Hbro [xepci, 07065, CLUA (126 East
Adpeca: Mepk fpalis, 1, nowmosa ckpuHbka | Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
100, m. Bailimxayc-CmeliwH, wmam Hbio- | USA)
AMxepci, 08889-0100, CLLIA (One Merck Drive,
P.O. Box 100, Whitehouse Station, New
Jersey, 08889-0100, USA)

BYNO CTANIO
O.M.H., npod. AyaHiyeHko O.C. 4.M.H., npod. AyaHivyeHko O.C.
JepxaBHa yctaHoBa «IHCTUTYT 3arasibHOl Ta | [lepXaBHa ycTaHoBa  «lHCTUTYT 3araslbHOI Ta
HeBigknagHoi xipyprii imeHi B.T. 3aiueBa | HeBigknagHoi  xipyprii  imeni B.T.  3aliueBa
HauioHanbHOT  akagemii  MeguvHMX HayK | HaujioHanbHOI akagemii MeguuyHuX HayK YKpaiHu»,

YkpaiHn», Big[iNeHHA THIAHOT Xipyprii Ha 25 | BiggineHHA XipypriuHnx iHekuii Ta ycknagHeHoi
NDKOK 3 nanatol iHTEHCUBHOI Tepanii Ha 6 | OHKONOriuHOI narosorii Ha 25 NKOK 3 nanaroro

NKOK, XapkiBcbka MeauyHa akazeMis | iIHTEHCUBHOI Tepanii Ha 6 nNiXOK, XapkiBCcbka
nicnagunIoMHoT OCBITK, Kadyegpa OHKOAOorii Ta | MegnyHa akagemis nicnsaaumniomMHol ocBiTH, Kadenpa
ONTAYO0T OHKOOrT, M. XapkiB OHKOJ10Ti1 Ta ANTAY0T OHKOAOTii, M. XapKiB

36. fopaTok AnA YKpaiHU [0 NPOTOKOJYy KAiHIYHOro BUNpPOOyBaHHSA, Bepcia 1 Big 25 nunHa 2022
POKy, aHrnificbkoro MoBolo; OHOBJ/iIeHa Opolwypa gocnigHuka no npenapaty AZD6094 (HMPL-504,
volitinib, savolitinib), Bepcia 9.0 Big 06 nunHa 2022 poKy [0 NPOTOKO/Y KNIHIYHOIO AOC/iXEHHSA
«BigkpuTe, paHAoMmi3oBaHe, MOPiBHIOBas/IbHE, 6GaraToLeHTpoBe K/iHIYHE [AOoCNiMKeHHA da3n 3 OUiHKK
edhekTMBHOCTI Ta 6e3nekn CaBoAiTiHIGY B MNOPiBHAHHI 3 CyHITIHIGOM Yy nauieHTiB 3 MET-N0O3UTUBHOLO,
HeonepabenbHO Ta JIOKaNbHO-MOWMNPEHO, abo MeTacTaTUYHOK NanifiSpHO  HUPKOBO-KNITUHHOW
kapumHomoto (MHKP)», kop pocnigpxeHHs D5082C00003, sepcia 6.0 Big 19 rpyaHa 2018 poky; crnoHcop -
AstraZeneca AB, Sweden

3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

37. OHoBneHuiA npoTtokon 3 Monpaskoto INT-8 Big 27.06.2022 p.; JopgaToK A0 NPOTOKOY KAiHIYHOro
pocnipkeHHa PCI-32765MCL3002: KepiBHMUTBO 3 NpoBeAeHHSs1 KNIHIYHOro AOCNiMmKEeHHA nifg, 4ac
BeJINKOro NoTpsACiHHA Big 16.06.2022 p. aHrNificbKO MOBOK [0 NPOTOKOJY K/IiHIYHOTO BUNPOGYBaHHS
«PaHpomizoBaHe, noggiiHe cnine, nnaueboOKOHTPONbOBaHe KAiHiYHE AocnimpkeHHs 3 hasu iHribiTopa
TUpO3uHkiHa3n bpytoHa (BTK), PCI-32765 (16pyTuHi6), y KombiHauil 3 beHaamycTMHOM Ta Putykcumabom
(BR) y nauieHTiB i3 Bheple AiarHOCTOBaHOK AiMAIOMOK MAaHTINHOT 30HM», Kog AochigpkeHHs PCI-
32765MCL3002, 3 nonpaskot INT-7 Big 19.12.2019 p.; cnoHcop - «AHCCEH ®APMALIEEBTUVKA HB»,
Benbris

3anBHuK - «AHCCEH ®»APMALIEEBTUKA HB», Benbris
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