Aoparok

«Mepenik cyTTEBMX MOMPABOK A0 MPOTOKOAMIB K/IHIUHUX BUMNPOOYBaHb, PO3rNAHYTUX Ha 3acigaHHi
HTP Ne 34 Big 27.10.2022, Ha siki 6y OTpuUMaHi NO3UTUBHI BACHOBKU €KCNepTiB»

1. Jocbe aocnigxyBaHoro nikapcbkoro 3aco6y (IMPD) SHR0302 Tablets, pegakuisa 5.0 Big 13 BepecHsA
2022 p.; Qocbe pocnigxyBaHoro nikapcbkoro sacooy (IMPD) Placebo to SHR0302 Tablets, peaakuis 5.0
Big 13 BepecHs 2022 p. [0 NPOTOKO/Y KNiHIYHOIO [OCNiMKeHHA «JocnimpkeHHs 11l dpa3n 3 MeTol OUujiHKM
ehbeKTMBHOCTI Ta AOBrocTpokoBoi 6e3neyHocTi npenapaty SHR0302 415 iHAYKLiAHOT Ta nigTpUmMyoyoi Tepanii
NaLieHTIB i3 CEPEeAHbOTSHKKMM i TSHXKKMM Nepe6iroM BMPa3KOBOro KOMITY B aKTUBHIW dasi», Kog [OCMIIKEHHS
RSJ10135, pepakuis 1.1 Big 18 cepnHa 2021 p.; cnoHcop - «PeiicTtoyH Bbaiodgapma Komnani flimiteg»
[Reistone Biopharma Company Limited], Kutaii

3asBHNK - TOBAPUCTBO 3 OEMEXEHOIO BIAMNOBIAANBHICTHO «l EC AN-YKPAIHA»

2. Bpowypa paocnigHuka pocnigkKyBaHOro Jikapcbkoro 3acody JNJ-17000139 (FemuitaGiH
(Gemcitabine) 225 mr, cuctema iHTpaBesukanbHOI gocTaBku (TAR-200)), Bepcisa 6.0 Big 15 KBiTHA 2022
POKy aHrniicbkoo MoBoOIo; [locbe pocnigkyBaHoOro nikapcbkoro 3aco6y JNJ-17000139 (MFemuitaGiH
(Gemcitabine) 225 mr, cuctema iHTpaBe3ukasibHOI gocTtaBku (TAR-200)) aHrnificbkoto moBoto; Jlocbe
AocnigkyBaHoro nikapcbkoro 3aco6y JNJ-63723283 (LeTpenimab (Cetrelimab)) aHrnilicbkoto MOBOLIO;
MopoBXeHHs1 TepMiHY NPUAATHOCTI AOCiAKyBaHOro Jsiikapcbkoro 3acooy Lietpenima6 (Cetrelimab)
(JNJ-63723283; LieTpenimab); niocpinisoBaHunii npoAyKT AN NPUroTyBaHHA Po3unHy; 240 mr 3 36 go 48
MicaliB; 3MiHAa Ha3BM BUPOGHWUYOI AiNAHKA AOCNISKYBAHOIro nikapcbKoro 3acoly Letpenimab
(Cetrelimab) (INJ-63723283; LleTpenimad); niodinisoBaHnii npoayKT A1 NPUroTyBaHHA PO3U4uHy; 240
mr 3 PharmAssist Analytical Laboratory, Cnonyueni LUtatu Amepuku Ha Pace Analytical Life Sciences,
LLC, CnonyueHi LWTatn Amepuku; 3aslyyeHHA A0[ATKOBOro npenapaty nopiBHsAHHA LucnnatuHa
Akkopp, (Cisplatinum Accord) (UucnnatuH (Cisplatin)); KOHUEHTpaT ANA NPUroTyBaHHA PO3UMHY ANs
iHdoy3iii; 1 mr/imn; Bupo6Huku: Accord Healthcare Polska Sp. z 0.0. Magazyn Importera, Monbuwa;
Janssen Research & Development, a division of Janssen Pharmaceutica NV, Benbris; Fisher Clinical
Services Inc., CLLUA; Fisher Clinical Services GmbH, LLiBeiiyapis; Catalent Germany Schorndorf GmbH,
HimeuuuHa; CnpoluieHe A0CbE OOCiAKYBaHOro slikapcbkoro 3aco6y Liucnnarun (Cisplatin), 1 mr/imn
KOHLIEHTpAT AJ151 MPUroTyBaHHSA PO3UMHY ANns iH(ysiid, Big 15 nunHa 2022 poKy aHrNilicbKoO MOBOIO;
3pa3ok MapKyBaHHA npenapaTy nopiBHAHHA LUucnnatuH (Cisplatin) 100 mr (1 Mr/mn), KOHUEHTpaT Ansa
NpUroTyBaHHs PO34uHy Yy chnakoHi, Bepcis 1 Big 24 BepecHs 2020 poKy aHrfilicbKoo MOBOIO Ta Bepcis
2 Big 24 BepecHs1 2020 poKy yKpaiHCbKOI MOBOK; 3MiHa BignoBiganbHOro AocnigHuKa B Micui
npoBeAeHHA BUNPOOGYBaHHA [0 NPOTOKO/Y K/IHIYHOIO AochigxeHHs «baratoueHTpoBe paHAOMi3oBaHe
pocnimpkeHHss ca3n 3 Ans OuiHkM edoekTMBHOCTI npenapaty TAR-200 B kombGiHauil 3 ueTpeniMabom y
MOPIBHAHHI i3 CynNyTHbOK XiMiopagioTepamni€eld B Y4YacCHUKIB i3 M'SI30BO-iHBA3VMBHOW YypoTeniasibHOK
KapuuHOMOIO CEeYOBOr0 Mixypa, SKMM He MNPOBOAUNN pafVKa/ibHY LMCTEKTOMIlO», KoA [OC/iIKEHHS
17000139BLC3001, 3 nonpaBkoto 2 Big 02 cepnHsa 2021 poky ; cnoHcop - Janssen Pharmaceutica NV
(«AHCcceH PapmaueBTuka HB»), Benbris

3asaBHnk - TOBAPUCTBO 3 OBMEXEHOK BIAMOBIJABHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLUMENTC YKPAIHA» (TOB «®PA YKPAIHA»)

BY/NO CTANO

3aB. Big. Han6aHpgsaH T.A. nikap Kigik A.I".

KomyHasbHe HekomepLiiHe nignpuemMcTBo | KoMyHasbHe HekomepLiiHe nignpMeEMCTBO
«O6nacHUiA  LEeHTP OHKOMOriT», OHKoyposoridHe | «O6nacHUii  LEeHTP  OHKOJOri», OHKOYpPOJIorivyHe
BiiliNEeHHS, M. XapKiB BioAiNEeHHs, M. XapkiB

3. bpowypa gocnigHuka AocnifKyBaHoOro nikapcbkoro 3aco6y Vibostolimab (MK-7684)/IMK-7684A,
BugaHHA 10 Big 29 uepBHA 2022 p., aHrNificbkolo MoBoOlO: YKpaiHa, MK-3475-365, iHchopmauisa Ta
[OKYMeHT npo iHhopmoBaHy 3rogy ANA nauieHTa, Bepcia 1.02 Big 13 BepecHs1 2022p., yKpaiHCbKOLO
MOBOI0; YKpaiHa, MK-3475-365, iHhopmauiiiHnii NUCTOK i AOKYMeHT npo iHchopMoOBaHy 3rogy Ha
MaliGyTHe GiomeguuHe aocnimkeHHs, Bepcia 02 Big 13 BepecHs 2022p. yKpaiHCbKOIO MOBOIO; YKpaiHa,
MK-3475-365, lonoBHeHHA A0 iHthopMauii Ta AOKYMEHTY npo iHhopmoBaHy 3rogy ANA NauieHTa Ha
NiKyBaHHA nicnsa nporpecii 3axBoproBaHHA, Bepcis 01 Big 13 BepecHs 2022p., YKpaAiHCbKOD MOBOIO;
3pa30oK MapKyBaHHA AOCAifKyBaHOro siikapcbkoro 3acody MK-3475_Kit, Bepcia 2.0 Big 19 nunHsa
2022p., aHINMINCbLKOIO Ta YKPaiHCbKOK MoBamu; 3pa3oK MapKyBaHHA AOC/ifAKYBaHOro NiKapCbKoro
3aco6y MK-3475_Vial, Bepcis 2.0 Big 19 nunHA 2022p., aHrnificbKoro Ta YKpaiHCbKOK MoBaMu; 3pa3ok
MapKyBaHHA AOCimKyBaHOro nikapcbkoro 3acod6y MK-7684A_Kit, Bepcia 2.0 Big 27 kBiTHA 2022p.,
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aHINiNCbKOK Ta YKpPAiHCbKOK MOBamMu; 3pa30K MapKyBaHHA [OCNIgKYyBaHOro /iKapcbKOro 3acooy
MK-7684A_Vial, Bepcia 2.0 Big 27 kBiTHA 2022p., aHrNifiCbKOK Ta YKpaiHCbKOIO MoBamu; 3pasok
MapKyBaHHA [OCAigKyBaHOro slikapcbkoro saco6y Lenvatinib, Bepcia 2.0 Big 20 uepBHAa 2022p.,
aAHINIACbKOIO Ta YKPAiHCbKOIO MOBamMu; 3pa30oK MapKyBaHHS [OCAILKYBaHOro /iKapCcbKOro 3acooy
Carboplatin Kit, Bepcia 2.0 Big 19 nunHAa 2022p., aHrNifiCbKOIO Ta YKPAIHCbKOK MoBamMu; 3pas3okK
MapKyBaHHA AOCiAKyBaHOro nikapcbkoro 3aco6y Carboplatin Vial, Bepcia 2.0 Big 19 nunHsa 2022p.,
AHINIACBbKOIO Ta YKPAiHCbKOIO MOBamMu; 3pa30K MapKyBaHHA [OCAILKYBaHOro /iKapCbKOro 3acooy
Etoposide Kit, Bepcia 2.0 Big 04 TpaBHA 2022p., aHININCbKOIO Ta YKpaiHCbKOW MOBamMu; 3pas3ok
MapKyBaHHA [OCioKYyBaHOro /likapcbkoro 3aco6y Etoposide Vial, Bepcis 2.0 Big 04 TpaBHA 2022p.,
AHrNificbKOIO Ta YKPaiHCbKOK MOBaMu; 3pa3okK CMpOoLEHOro MapKyBaHHA 3apeeCTPOBAHOIO B YKpaiHi
NIKapCbKOro 3acooby, KM 3aCTOCOBYETbLCA B KNiHIMHOMY BUNPOOYBaHHi ans npotokony MK-3475-365,
Bepcia 2.0 Big 23 cepnHAa 2022p., YKpaiHCbKOKO MOBOI; 3MiHa BignoBiga/ibHOro AocnigHuKa o
NPOTOKONY KAIHIYHOro AocnimkeHHs «ocnimpkeHHs b/l a3 kombGiHoBaHOI Tepanii 3 nemMoponisymaéom
(MK-3475) npw nikyBaHHI MeTacTaTW4YHOIO KacTpauiliHO-pe3nCTEHTHOrO paky MepeaMiXypoBOi 3a/103M
(MKPPN3) (KEYNOTE-365)», kog, pocnigpkeHHa MK-3475-365, Bepcis 3 iHKOpPNopoBaHOo nonpaskoto 12 Big,
29 6epesHna 2022 poky; cnoHcop - TOB Mepk Wapn eHg Odoym, CLUA (Merck Sharp & Dohme LLC, USA)
3asaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/, YKkpaiHa»

BY/N10 CTAJIO
3aB. Big. Han6aHnpgsaH T.A. nikap Kigik A.T.
KomyHasibHe HekomepLiiHe nignpuemcTso | KomyHasibHe HekoMepLiiHe nignpMeEMCTBO
«O6nacHUA  LEHTP OHKOMOFiT», OHKOYpONoriyHe | «O6MacHNA  LEHTP  OHKOOri», OHKOYPOJIOrivyHe
BiAAINEHHSA, M. XapkiB BifAiNNEHHA, M. XapkiB

4. NInct-po3’sacHeHHsA Big 08 BepecHs 2022 poKy A0 NPOTOKOJY KNiHiYuHOro BunpooyBaHHA TARA-002-
101, Bepcia 2.0 Big 23 uepBHA 2022 poOKy, aHrNiACbKOO MOBOI; ®opma Big 11 cepnHA 2022 poky
CTOCOBHO LWOpPiYHOro oHOoBNeHHA Bpolwypu gocnigHuka TARA-002, BugaHHsa Ne3 Big 30 cepnHsa 2021
POKy, aHrnificbkolo MoBol; OHoBneHi po3ginu 2.1.S Cy6cTaHuis nikapcbkoro 3aco6y Tta 2.1.P
Nikapcbknii  3aci6 Jocbe pocnigkyBaHoro nikapcbkoro 3aco6y (IMPD) TARA-002 pns
iHTpaBe3uKasIbHUX IHCTUNALi, Bepcisa Big cepnHa 2022 poKy, aHrNiiCbKOO MOBOK; TeKCT 3paska
MapKyBaHHA NepBUHHOI YNaKOBKU AN AOCNIMKYBaHOro nikapcbkoro 3acooy TARA-002, ans YkpaiHu,
20 KO i 40 KO, chnakoH, niochinisoBaHnii NOPOLIOK A/ PO3BEAEHHSA, ANA BHYTPiLUHbOMiXypOBOi
iHcTUNALiT, Bepcia 2 Big 01 BepecHs 2022 poKy, aHIINCbKOKO Ta YKpPAiHCbKOK MoOBamMmu; TeKCT 3pas3ka
MapKyBaHHS BTOPUHHOI YNaKOBKU A1 AOCNiAKyBaHOro jlikapcbkoro 3aco6y TARA-002, pnsa YKpaiHu,
20 KO i 40 KO, kaptoHHa KOpoOOGKa, niocpinizoBaHMii NOPOWOK ANA pPO3BEAEHHA, pANA
BHYTPIiLLHbOMiIXYpPOBOI IHCTUNALT, Bepcia 1 Big 13 BepecHsA 2022 poKy, aHIMiliCbKOIO Ta YKPAIHCbKOIO
MoBaMM [10 NPOTOKOJY K/iHIYHOro gocnigxeHHs «daza la/b, Bigkpute AOCAIMKEHHS 3 NOLLYKY ONTMMaslbHOT
0031 3 METOK OLHKM 6e3MeYHOCTi | TOKCUYHOCTI IHCTUAALiA cevyoBoro mixypa npenapatom TARA-002 y
[0pocvX NauieHTiB i3 M'A30BO-HEIHBA3VMBHUM PaKOM CEYOBOro MiXypa BMCOKOTO CTYNEHS 3/105KICHOCTi», KOf,
pocnipkeHHs TARA-002-101, sepcisa 2.0 Big 23 uepBHA 2022 poky; cnoHcop - MNpoTtapa Tepan'toTike, IHK.
[Protara Therapeutics, Inc.], United States of America

3asaBHuK - TOB «<APEHCIA EKCIMIOPATOPI MEAICIH», YkpaiHa

5. OHOB/IEHUII NPOTOKOJ1 K/iHIYHOro BUnpoG6yBaHHsa MK-1986-018, 3 iHkoprnopoBaHoo nonpaskoto 07
Bif 27 uepBHA 2022 poKy, aHINMiINCbLKOI MOBOIO; 3MiHa Ha3BU Ta agpecu CnoHcopa; YKkpaiHa, MK-1986-
018, Bepcisa 2.0 Big 24 cepnHa 2022 p., YKpaiHCbKOIO MOBOIO, IH(hopMauiss Ta [OKYMEHT npo
iHcbopmoBaHy 3rofy A1 6aTbKiB AUTUHU, SKa 6epe yyacTb Y HAYKOBOMY AOC/iMKeHHi; 3miHa Ha3Bu
Micus npoBeAEeHHA K/iHIYHOrO BUNPOGYBaHHA; 3pasku MapkyBaHHa [OJ/13 MK-1986 (Tedizolid
Phosphate): PFS_MK-1986_Bottle, Bepcis 4.0 Big 16 cepnHsa 2022 poKy, aHINMiliCbKOIO Ta YKPAiIHCbKOIO
moBamu; PFS_MK-1986_Kit, Bepcia 4.0 Big 16 cepnHa 2022 poKy, aHrNilicbKO Ta YKpPaiHCbKOK
MoBamMu; 3pa3oK CMPOLLEHOro MapKyBaHHA 3apeecTpoBaHOro B YKpaiHi JlikapCbKOro 3acoly, AKui
3aCTOCOBYETLCA B K/iHIYHOMY BUNpoGyBaHHi, Bepcia 2.0 ana YkpaiHu Big 12 BepecHs 2022 p.,
YKpalHCLKOI0O MOBOIO [0 MPOTOKO/Y K/IHIYHOrO JOocnigXeHHA «PaHoMi3oBaHe, KOHTPO/bOBaHe 3a
[0MoMOror akTUBHOIO nNpenapary NopiBHAHHSA, KNiHiYHe gocnimkeHHs 11l dhas3n Ana BMBYEHHA 6e3neyHocTi Ta
edpektrBHOCTi MK-1986 (Teamsonigy docdarty) y nauieHTiB BikOM Bif, HapooKeHHA A0 <12 pOKiB 3 roOCTpUMM
bakTepiaibHUMN  HpeKUisMM  LIKIpU  Ta  LWIKIPHUX  CTPYKTYp», KoA gpocnimkeHHsa MK-1986-018, 3
iHKopropoBaHoto nornpaskoto 06 Big 24 TpasHA 2021 poky; cnoHcop - «Mepk Wapn Exg Joym Kopn.», fo4ipHe
nignpunemcteo «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.,
USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBigasbHICTI0O «MC/[, YKpaiHa»



BYN1O CTANIO
«Mepk Lapn eHO Joym Kopn.», O0ouyipHe | TOB Mepk LUapn eHO foym (Merck Sharp &
nionpuemcmso «Mepk eHO Ko., IHK.», CLLIA, (Merck | Dohme LLC)
Sharp & Dohme Corp., a subsidiary of Merck & | Adpeca: 126 Icm JliHko/ibH ageHto, n/c 2000,
Co., Inc., USA), Paseli, Hbto [kepci, 07065, CLUA (126 East
Adpeca: Mepk fpalis, 1, nowmosa ckpuHbka 100, | Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
M. Batimxayc-CmeliwH, wmam Hbto-fxepci, | USA).
CLLUA (One Merck Drive, P.O. Box 100, Whitehouse
Station, New Jersey, 08889-0100, USA);

BYNO CTANIO
O.M.H., npodp. Oirtap B.A. O.M.H., npody. dirtap B.A.
KM «[HinponeTpoBCbKa o6nacHa gutaya kiiHiuHa | KomyHanbHe nignpueMcTtBo «PerioHasibHUIA
nikapHa»  [IHINponeTpoBCbKOi 06nacHOi  pagu», | MEAWYHUIA  LEHTP POAUHHOINO  3[0POB’A»
eHAoBigeoxipypriuHe BigaineHHA, [HinpoBcbkuid | JHINpONeTpoBCLKOi 061acHOi paan», Big[ineHHsA
OEPXaBHWIA  MeAWYHWIA  yHiBepcuTeT, kadegpa | HeBigKNaAHOI XipypriyHOi [ONOMOru ansa giten,
anTayol  Xipyprii, opTonefii Ta TpasMartosorii, [HINpOBCBKMIA AEPXaBHWI MeANYHWI YHIBEPCUTET,
M. [Hinpo kachegpa AauTA4voi  Xipyprii, opTtonegii Ta
TpaBmaTonorii, M. IHiNpo

6. IHhopmauia gna naudieHTa Ta iHopmoBaHa 3roga Ha yyacTb Y HayKOBOMY [AOC/iAKEHHi Ta
He0O6OB’A3KOBOMY AOChifgKeHHi, Bepcia 5.0 gna YkpaiHu Big 01 cepnHa 2022 poky, YKPAiHCbKOK Ta
pocilicbkoto MmoBamu; IHhopmaLifiHMIA NUCT NauieHTa CTOCOBHO fAili B ymoBax naHAeMiuHoi cutyauil
(Takoi ik COVID-19) a60 GyAb-KOro Hap3BuYaiiHOro ctaHy [IHopmauiiHUA NUCT ONA yyacHUKa
KniHiyHOro Bunpoo6ysBaHHA M16-011], Bepcis Ana YKpaiHu Big 5 cepnHA 2022 pokKy, YKpaiHCbKOKO Ta
pociiicbKol MOBaMM [0 NMPOTOKOY K/iHIYHOrO AOCAimkeHHA «PaHaomizoBaHe noggiiiHe chine AOoC/iAKeHHS
Il dpa3n, ona nopisHaAHHA npenapaTy PicaHkisyma6 3 niauebo y nauieHTiB 3 aKTMBHMM MCOpiaTUYHUM
aptpuTom (McA), aki MaloTb B aHaMHe3i HeaZekBaTHY BiAMNOBiAb NPUHAMHI Ha 0AUH XBOPO6OMOANAIKYHOYWIA
npoTupesmatnyHuii npenapart (XMIMPI) a6o iioro HenepeHocuMmicTe (KEEPSAKE 1)», kog gocnigpkeHHs M16-
011, Bepcis 5.0 Big 01 nuctonaga 2021 poky; cnoHcop - AbbVie Inc., USA/ E66BI IHk., CLUA

3anBHuK - «E66BI BiothapmacstioTikan3 TM6X», LLBeliuapis

7. OHoBneHa 6powypa gocnigHuka ana npenapary CT-P42, Bepcisa 3.0 Big 16 TpaBHA 2022 poKy [0
MPOTOKOJTY K/iHIYHOTO AOoCAiMKEHHs «PaHAoMi30BaHe, KOHTPO/IbOBaHE 3a akTMBHVM MpenapaToMm, nojgiiHe
MackoBaHe [OCAiMKEeHHS hasu 3 B napasieNibHUX rpynax 3 ouiHK1 edpeKTMBHOCTI Ta 6e3neyHOCTi npenapary
CT-P42 y nopiBHAHHI 3 npenapatom AWMia y nauieHTiB 3 AiabeTUYHUM MakynspHUM HabpskoM», Kog,
pocnipkeHHa CT-P42 3.1, sepcia 3.0 Big 14 ciuHa 2022 p.; cnoHcop - «CenntpioH, IHK.» (Celltrion, Inc.),
Pecnyb6nika Kopes

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

8. Bpowypa gocnigHuka gocnigkyBaHOro slikapcbkoro 3aco6y Mirvetuximab Soravtansine (IMGN853),
pepakuia Ne 10 Big 07 kBiTHA 2022, aHrnificbKOl MOBOK A0 MPOTOKO/Y K/IHIYHOMO AOCHIAKEHHS
«MNPA30JT (MIRASOL): PaHgowmizoBaHe, Bigkpute [JocnigkeHHsa ®asu 3, B sIKOMY MOpPIBHIOETLCS
MipBeTtykcima6 CopaBTaHCiH i3 ObpaHoto JocnigHukom XimioTepanieto MNporpecytoyoro BucokosnosikicHoro
Paky fAedHukiB, PesucteHTHOro o Mpenapartis MNnatuHu, MNepBuHHOro MNeputoHeasbHoro Paky abo Paky
dannoniesoi Tpybu 3 Bucokot Ekcnpecieto Peuentopa ®onieBoi Kucnotn Anbga.», Kog AOCMioKEHHS
IMGN853-0416, nonpaska 2 Big 04.12.2020; cnoHcop - IMyHoreH, IHk., CLUA (ImmunoGen, Inc., USA)
3anBHUK — «AVIK'FOBIA BioTek En-En-Ci» (IQVIA Biotech LLC), Cnonyueni LUTatn AMepuku

9. OHoBneHa Bpolypa gocnigHuka (RM-1929 | ASP-1929 Photoimmunotherapy), Bepcis 14.0 Big 24
yepBHA 2022 p., aHIiIACbKO MOBOIO [0 MPOTOKO/Y KMIHIYHOIro JoCnifpKeHHs “PaHgomisoBaHe, BigkpuTe,
KOHTpPO/IbOBaHe, 3 ABOMa rpynamu nikyBaHHs AocnimkeHHs dasm 3 drotoimyHoTepanii ASP-1929 B
MOPIBHAHHI 3i CTaHA4APTOM JliKyBaHHA Ha BMUGIp nikaps A5 NikyBaHHS NAOCKOKAITUHHOIO NTOKOPErioHaslbHOro
peunanByovoro paky ronoBu Ta WWUI B NAUIEHTIB, Y SIKUX He OYyN0 AOCArHYTO eqieKkTy uM cTanocs
nporpecyBaHHs 3axBOPHOBaHHS Mig vYac abo nicais NpuHaiMHI ABOX MiHIA Tepanii, NpMHaiMHi ogHa 3 sknx byna
CUCTEMHOK”, KoA aocnigpkeHHs ASP-1929-301, sepcia 3 nonpaskoto 3.1 Big 10 yepBHsA 2020 p.; cnoHcop -
PakyteH Mepgikan, IHk., CLUA (Rakuten Medical, Inc., USA)



3asBHuK - «biopaci, En-En-Ci», CLUA

10. AopaTok go chopmu iHchopMOBaHOI 3roau nif Yac KPM30BOi cUTyauil B YKpalHi Ana AoCNigKeHHs
W039210, Bepcia 1.0 gna YkpaiHM yKpaiHCbKOIO Ta poCilicbKolo MoBaMu Big, 24 cepnHa 2022 p. Ha
OCHOBI MmavicTtep-Bepcii flogatka 1 go ®I3 nig yac KprM3oBoOI cuTyauii B YKpaiHi, Bepcisa 2.0 Big 15
yepBHA 2022 p. OO NPOTOKO/Y KAIHIYHOTO AOCNiMKEHHs «baraTtoueHTpoBe, paHAoMi3oBaHe, nnauebo-
KOHTPO/IbOBaHe, noAgiiHe cnine pocnigpkeHHs 1l dpasn aresonisymaby (aHTu-PD-L1 aHTMTINIO) B AKOCTI
aja’'toBaHTHOI Tepanii y nauieHTiB 3 HUPKOBO-KNITUHHOW KapLUHOMO 3 BUCOKMM PU3NKOM PO3BUTKY MeTacTasiB
nicns HedppekTomii», Ko apocnimkeHHs WO39210, Bepcia 10 Big 12 nuctonaga 2021 p.; CNoHcop -
®. XohdpmaHH-/1a Pow fita, LWsenuapis

3asiBHUK - TOBaApUCTBO 3 0OMEXEHOH0 BifNOBiAa/bHICTIO «PoL YkpaiHa»

11. MpoTokon K/iHIYHOrO AocnifmKeHHA, Bepcia 5.0 Big 16 uepBHA 2022, aHIrNIACbKOIO MOBOIO;
IHchopmauiiiHuii NMCTOK cy6’ekTa gocnimKeHHs i popma iHhopmoBaHOI 3roau, Bepcia 2.0_cneuucpivuHa
ANnA YKpaiHu, Big 15 nunHa 2022, aHrnificbkoio mMoBolo, Bepcia 2.0_UA, Big 02 cepnHa 2022,
yKpaiHCbKOl0 MoBoO10; Bepcis 2.0_UA, Big 02 cepnHsa 2022, pociiicbkolo MOBOI; OHOBJ/ieHa Bepcif
Bpowypu pgocnigHuka, Bepcia 9.0 Big 03 uepBHA 2022 poKy, aHININCbKO MOBOI; HabGip
onutyBaJIbHUKIB 3g0poB'a (EQ-5D-5L ta TRIM-AGHD), Bepcis Big 29 Gepe3Hs 2021, yKpaiHCbKOLO
MOBOIO [0 NMPOTOKOMY KNiHIYHOTO AOoCNimKeHHs «baratoueHTpoBe, BigkpuTe, NOAOBXEHE AOCAIMKEHHS ANs
OLiHKN AOBroTpmBanol edhekTMBHOCTI Ta 6e3nekn JlIoHanercomaTponiHy y Aopocnux nauieHTie 3 Aediuntom
FopmoHy Pocty», kog gocnigpkeHHss TCH-306EXT, Bepcisi npotokony 1.0, Big 21 BepecHsi 2021; cnoHcop -
AcueHpic ®apma EHgokpiHonomku AisixH A/C (Ascendis Pharma Endocrinology Division A/S), [aHis
3aaBHUK - AKuensciops /114, YropwuHa

12. 3miHa KOHTpaKTHOI AocCniAHULbLKOI opraHisauii (3asBHUKa) B YKpaiHi Ha TOB «KJ/IIHIYHI
BUMNPOBYBAHHSA»; NMpoaoBXeHHA CTPOKIB NpoBefieHHs KNiHIYHOro BMNPOOyBaHHA B YKpaiHi no 31
rpyaHa 2023 poky; OHoBneHwuii IHchopmauiiiHuiA INCTOK NauieHTa Ta popma iHhopmoBaHOi 3roaum,
Bepcia 4.0 ana YkpaiHu Big 10 cepnHAa 2022 p., Ha ocHOBIi mMacTep-Bepcii 8.0 Big 13 ciuHa 2022 p.
aHrNincbKo MOBO; OHOBNEHUIA IHhopMaLiiHMIA NUCTOK nauieHTa Ta popma iHpopMoOBaHoi 3rogu,
Bepcia 4.0 gna YkpaiHu Big 10 cepnHA 2022 p., HA OCHOBi MacTtep-Bepcii 8.0 Big 13 ciuHa 2022 p.,
nepeknag yKpaiHCbKo MOBOIO Bif, 17 cepnHa 2022 p.; OHoBeHUiA IH(hopMaLiiHM NUCTOK NayieHTa
Ta (popma iHhopmoBaHoOI 3rogu, Bepcia 4.0 gna YkpaiHu Big 10 cepnHAa 2022 p., Ha OCHOBiI macTtep-
Bepcii 8.0 Big 13 ciuHsa 2022 p., nepeknag pocilicbKol MOBOLO Big, 16 cepnHsi 2022 p.; OHOB/EHe [0CLE
[ocnigkKyBaHoOro nikapcbKoro 3aco6y, Bepcisa 7.0, ntoTuii 2022 poKy aHriicbKo MOBO; 3MiHa Ha3BU
MicUsA NpPoBefEeHHS KMiHIYHOro BUMPOOGYBAHHA [0 NPOTOKO/Y KIIHIYHOTO JocnimkeHHa «BigkpuTe
bararoueHTpoBe pdochimpkeHHa | ha3n 3 eckanauiero fo3n npenapaty CK-301 npu BHYTPILLHEOBEHHOMY
BBEJEHHI B pexuMi MOHOTepanii nauieHTam i3 3anyweHumMm popMmamm paky», kog gocnigpkeHHsa CK-301-101,
Bepcis 3 iHkoprnoposaHot nonpaskoto Ne 5 Big 14 cepnHa 2020 poky ; cnoHcop - YeknoliHT Tepan'toTike, IHK.,
CLA (Checkpoint Therapeutics, Inc., USA)

3aaBHUK - TOB «KNIHIYHI BUMTPOBYBAHHSA», YkpaiHa

BYno CTANO

TOB «OCT YkpaiHa» TOB «KNIHIYHI BUNMPOBYBAHHSA»
BY/NO CTANO
O.M.H., npod. BoHaapeHko |.M. O.M.H., npody. BoHpapeHko .M.

KomyHasibHe HekomepLiiHe nignpuemcteo | KomyHanbHe HekomepuiliHe nignpuemctBo «Micbka
«Micbka KniHiyHa nikapHa Ned» [HINPOBCLKOT | KNiHiYHa nikapHA Ned» [HINPOBCBLKOI MICbKOi paau,
MiCbKOi  pagwn, BipginieHHA  XimioTepanii, | XiMioTepaneBTUUYHe BigAiNneHHA, [HiINPOBCbLKUIA
[epxaBHuii  3aknag  «[HINPONETPOBCHLKA | AepPXaBHUI Me[MYHUA YHiBepcuTeT, Kadegpa
MeguuHa akagemis MiHicTepcTBa OXOPOHM | OHKOJIOrIT Ta MeANYHOT pagionorii, M. HINpo
300poB’a  YKpaiHu», Kadegpa OHkonorii Ta
MeanyHoT pagionorii, M. [IHINpo

13. OHoBneHa Gpouwypa gocnigHuka, Bepcia 9 Big 30 6epe3HAa 2022 POKy aHIMiINCbKOKO MOBOK [0
NPOTOKONY KNIHIYHOTO AOCNimKeHHs «Bigkpute 6araToueHTpoBe AOCAIMKEHHS, siKe CKIadaeTbCA 3 [BOX
YyacTuH 3 6Ge3nepepBHNM NMEPEXOAOM, L0 NPOBOAUTLCA 3 METOK BMBYEHHSI GE3MeYHOCTi, NePEeHOCUMOCTI,
dhapmakokiHeTVKK, dhapMakoAnHaMikm Ta edekTUBHOCTI npenapaty pucgunniam (RO7034067) 3a ioro



3aCTOCYBaHHA Y HEMOBJ/IAT 3i CNiHA/IbHOK M’A30BO0 aTpodieto 1-ro Tuny», koA gocnigxeHHs BP39056, Bepcis
7 Big 17 yepBHsA 2020 p.; cnoHcop - F. Hoffmann-La Roche Ltd, Switzerland (LLselinapisi)
3asBHUK - TOB «CiHeoc Xenc YkpaiHa»

14. OHoBNEeHWii NPOTOKO/ KMiHIYHOro gocnimxeHHs, 3 nonpaskoto INT-7 Big 30 uepBHA 2022 poky
aHrniincbKo MoBoto; OHOBEHUI [loaaToK A0 NnpoTokoy woao COVID-19, Big 30 uepBHSA 2022 poky
aHrnincbKkol MoBOlO; [flopatok A0 npoToKosly «PekomeHpauii WOAO0 NPOBEAEHHA KIIiHIYHOIO
[OCHNiMKEeHHA MNig yac 3Ha4YHUX BigXuieHb Bif, NPoOTOKONy», Big 20 TpaBHA 2022 pOKY aHIMiliCbKOK
MOBOI0; 3MiHA [03UM AOCAiAKYBaHOro nikapcbKoro 3aco6y I6pyTuHIG6, kancynu, 140 mr; 3pasok
MapKyBaHHA [OCNIgKYBaHOro nikapcbKoro 3acooy I6pyTuHi6, kancynu, 140 mr, Bepcia 1 Big 31
Gepe3HA 2020 poKy YKpaiHCbKOK MOBOI; 3MiHM Yy NOCTavaHHi gocnigKyBaHUX JiKApCbKUX 3aco0iB
nayieHTam [0 NPOTOKONY KAiHIYHOro AochimpkeHHs «baraToueHTpoBe BiKpUTE JOBrOCTPOKOBE NMOAOBXEHE
KniHiyHe gocnimkeHHs 3b casu npenapaty PCI-32765 (16pyTuHi6)», kog psocnigpkeHHs PCI-32765CAN3001,
nonpaska INT-6 Big 13 cepnHa 2021 poky; cnoHcop - « AHCCEH ®APMALEBTUKA HB», Benbris

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

15. OHOBNEHUiA NPOTOKON KiiHIYHOro BMNpoGyBaHHA BAY 94-8862 (finerenone) / 20103 Bepcis 3.0 3
iHTEerpoBaHoOI0 NonpaBKoto 2 Big 16 TpaBHsa 2022 poky; AocnimkeHHs 20103 IHopmauisa gnsa nauieHTa
Ta dhopma iHchopmoBaHoi 3roau, Bepcia 4.0 Big 16 cepnHa 2022 poKy YKpPaiHCbLKOK Ta POCIViCbKOIO
MoBamMu Ha 6asi IHchopmauii gna nayieHta Ta popmum iHopmoBaHoI 3rogun, Bepcia 4.0 onAa YKpaiHu Big
25 TpaBHA 2022 p.; OocnigkeHHa 20103 IHdopmauia ana nauieHtalpopma iHhopmoBaHOI 3roau
BiAHOCHO 3MiH Yy NpoBefeHHi AocnimkeHHs, Bepcia 3.0 Big 16 cepnHAa 2022 poKy, YKpalHCbKOIO Ta
pocilicbkoto moBaMu, Ha 6a3i IHdhopmauii AnsA nayieHTa Ta hopmu iHhopmMOBaHOIT 3roan BiAHOCHO 3MiH
y npoBeAeHHi gocnipkeHHs, sepcil 3.0 ana YkpaiHu Big, 25 TpaBHA 2022 p.; 20103 KoHTakTHa KapTKa,
Bepcis 4.0 Big 10 cepnHA 2022 pokKy YyKpPaiHCbLKOIO Ta pOCIiiCbKOI0 MOBaMu, Ha 6a3i KOHTAKTHOIT KapTKu,
Bepcisa 4.0 ana Ykpainu Big 02 yepBHsA 2022 poky; 20103 KapTka HaragyBaHHSA, Npo pe3ynbTatu nogii
ONs yyaCHUKIB AOocCniMKeHHs, Benuka, Bepcia 1.0 Big 10 cepnHsa 2022 poKy YKpaiHCbKOK Ta
pociiicbkol0 MoBamMu, Ha 6asi KapTKM HaragyBaHHsi, NPO pe3y/abTaTu MNOAIT ANA YYacHUKIB
pocnipkeHHsA, BeNnuKoi, Bepcia 1.0 ansa YkpaiHu Big 26 TpaBHs 2022 poky; 20103 KapTka HaragyBaHHS,
npo pe3ynbTaTu Nogii ANA y4acHUKIB gocnimxeHHs, Bepcia 1.0 Big 10 cepnHa 2022 poKy YKpaiHCbKOK
Ta pOCilicbKOl0 MoBaMu, Ha 0asi KapTKM HaragyBaHHsi, Npo pe3ynbTatu nopgii gns y4vyacHuKiB
pocnipkeHHsa, Bepcia 1.0 gna YkpaiHu Big 26 TpaBHA 2022 poky; MonpaBka Nel go Gpolypu
pocnigHuka, Bepcia 8.0 Big 18 ntotoro 2022 poky; MNoaoBXeHHA TepMiHy 36epiraHHA AOCAiAKyBaHOro
nikapcbKoro 3aco6y ®PiHepeHoH (BAY 94-8862 (chiHepeHOH)/ nnawe6o 3 30 go 36 micAyiB g0 NpoToKoNy
KMiHIYHOTO  JocnimkeHHs «baraToueHTpoBe, paHAoMi3oBaHe, MOoABiliHe-cnine B MapasieflbHUX rpynax,
nnaueb0-KOHTPOIbOBaHE AOC/IMKEHHS ONA OUiHKU ed)eKTUBHOCTI Ta 6e3nedHocTi ¢hiHepeHOHY npu
3aXBOPIOBaHHI Ta CMEPTHOCTI NaujieHTiB 3 cepuesoto HegocTaTtHicTio (NYHA knac 1I-IV) Ta dopakuieto Buknay
nisoro wnyHouka 240% (®BJ1LL 240%)», ko gocnigpkeHHs No. BAY 94-8862 (finerenone) / 20103, sepcis 2.0
3 iHTerpoBaHoto nonpaskoko 1 Big 21 BepecHsi 2020 poky; cnoHcop - Baliep All, HimeuunHa

3anBHUK - TOB «baiiep», YkpaiHa

16. OHoBneHi po3ginu P.2 «®apmaleBTUUHA PO3po6Ka», P.3.1 «<BMpoOHUKN», P.5.4 «AHanisn cepin»,
P.7 «Cuctema nakyBaHHA», P.8 «CTabiNbHICTb» A0CbE AOCNIMKYBAHOro MiKapCbKoro 3aco6y, Bepcisa
Big cepnHa 2022 poKy; AopaBaHHA BUPOGHUYOI AiNAHKA A1 BUPOOGHULTBA iH’EKUiN nnaue6o Ao
ycTeKiHymaby komnaHii: «Vetter Development Services USA, Inc», Skokie, IL, USA. o npoTokony
KMiHiYHOro pgocnigpkeHHs «baratoueHTpoBe, PaHgomizoBaHe, [MNoggiliHe cnine, Mnaue6o- Ta AKTMBHO-
KoHTponeboBaHe [JocnigpkeHHsa Il ®asu gna Ouivkn EdpekTMBHOCTI Ta bBe3neyHocTi 3acTtocyBaHHS
Mipikisyma0y y MNauieHTiB i3 XBopo6oto KpoHa MomipHoro ta Tsxkkoro Mepe6iry», kog gocnigpxkeHHs 16 T-MC-
AMAM, 3 iHkoprnopoBaHot nonpaskoto (e) Big 23 nwotoro 2022 poky; cnoHcop - Eni Ninni eng Komnai,
CWA

3anBHuK - «Eni Ninni Boctok CA», LLBeliLapis

17. Bpouypa gocnigHuka ana npenapary CNTO1959 (rycenbkymat), BugaHHA 14 Big 29 cepnHa 2022
poky; Adopatok 1 Big 28 nunHa 2022 poky go Bpowypu pgocnigHuka ana npenapaty STELARA®
(ustekinumab), BugaHHa 23 Big 17 nwToro 2022 pokKy [0 NPOTOKOAY KAIHIYHOTO AOCAIAKEHHSA
«PaHpomizoBaHe, noAgiiiHe criine, nnaueb60-KOHTPOsIbOBaHe Ta 3 aKTMBHUM KOHTpOJSieM, GaraToOLEeHTpoBe
pocnipkeHHa asn 2/3, Wo NpoBOAMTLCS Yy MapaneflbHUX rpynax 3 METOH OLiHKM ed)eKTUBHOCTI Ta
6e3MeyHOoCTi rycenbKymaby y naujieHTiB i3 XBopo6o KpoHa B akTUBHIl oasi Bif, cepeAHboro A0 BaXKKOro

5



CTYNEHs TAXKOCTi», kog, aocnigpkeHHs CNTO1959CRD3001, 3 nonpaskoto 4 Big 21 nunHa 2021 poky; crnoHcop
- Janssen Pharmaceutica NV, Belgium / AHccen ®apmaueBTrka HB, Benbris
3asBHuK - TOB «MAPEKCEJ YkpaiHa»

18. bpowypa gocnigHuka (GiHiMeTiHiG), Bepcia 18 Big 13 TpaBHa 2022 p., aHrNiliCbKOO MOBOIO;
Bpouwypa pgocnigHuka (eHkopacdpeHi6), Bepcia 13 Big 13 TpaBHA 2022 p., aHMIACbKOIO MOBOIO;
Bpouwypa gocnigHuka (nem6ponizymat), Bepcia 22 Big 13 tpaBHA 2022 p., aHrNificbKOO MOBOIO;
dopma iHthopMOBaHOI 3rogun Ha yuacTb Y AOCigKeHHi, Bepcifa 5.0 Big 24 uepBHA 2022 p. ana YKpaiHu,
aHrniicbKkoro moBoto; Popma iHOpPMOBaHOI 3rogun Ha yyacTb Yy AOCigKeHHi, Bepcifa 5.0 Big 24 uepBHA
2022 p. pnA YKpaiHu, yKpaiHCbKOK MOBOKO; Popma iHhopMOoBaHOI 3roau Ha yyacTb Y BBifHiA YaCTUHI
[ocnipKeHHs aNnsa ouiHKu 6e3neyHocTi, Bepcis 4.0 Big 24 uepBHs 2022 p. Ana YKpaiHu, aHrNilicbKoo
MoBoOlo; dopma iH(hopMOBaHOI 3rogu Ha ydyacTb Yy BBiAHIi 4yacTUMHI AOCNigKEHHA ANA OLHKU
6e3ne4yHocTi, Bepcisa 4.0 Big 24 yepBHA 2022 p. AnAa YKpaiHU, YKPAIHCbKOKO MOBOK [0 MPOTOKOY
KMiHIYHOTO JoCnifpKeHHS «PaHOoMmi3oBaHe MoABiHe crine AOoC/igKeHHS dasn 3 eHKopadieHiby Ta
GiHiMeTiHIBY B MOeAHaHHI 3 Nnembposizymabom y NopiBHAHHI A0 nnauebo B NoegHaHHI 3 nreMoponisymabom y
nauieHTiB i3 MeTacTaTMyHOK abo HeonepabesibHOK MICLLEBO MOLUMPEHOK MeaHOMOK, MO3UTMBHOK A0
myTauin BRAF V600E/K», kog gocnigpkeHHs C4221016, octatouHa Bepcis npotokony, Monpaska 3 Big 08
yepBHsa 2022 poky; cnoHcop - Mdpaiizep IHk., CLUA

3asnBHuK - Mdoansep IHk., CLUA

19. MixHapogHa Opowypa p[ocrnigHuKa [p[ocnigKyBaHOro nikapcbkoro 3aco0y Vedolizumab
(Beponisyma6) (MLN0002), BuaaHHs 26 Big 18 nunHs 2022 poKy aHriicbKOK MOBOIO [0 MPOTOKONY
KNIHIYHOTO [OCNiMKEHHA «[ofoBXeHe A0CNiMKEHHSA (ha3n 2b ans BUMBYEHHA [OBrOCTPOKOBOI 6E3NeYHOCTI
BefoNisymady npu BHYTPILHLOBEHHOMY BBELEHHI B NauieHTIB AUTAYOro BiKy 3 BMPAa3KOBMM KOJITOM abo
xBopo6oto KpoHa. [loBrocTpokoBa 6e3neyHicTb Befoi3ymaby npy BHYTPILULHbOBEHHOMY BBEEHHI B NALEHTIB
ONTAYOro BiKy 3 BUPa3KoBUM KoJliTOM abo xBopoboto KpoHa», kop pocnigxkeHHs Vedolizumab-2005, 3
nonpaskoto 05 Big 24 ceprHa 2018 poky; crnioHcop - Takena fesenonmeHT CeHTep KOpon J1T4., CnosyyeHe
Koponiscteo (Takeda Development Centre Europe, Ltd., United Kingdom)
3asBHnk - TOBAPWCTBO 3 OBMEXEHOK BIAMOBIAANBHICTIO
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

«PAPMACBIOTIKAT PICEPY

20. OHoBnNeHwMiA MpoTokon KniHiuHoro gocnipkeHHAa AR-301-002, Bepcis 4.2 (Jluwe gnsa Ykpaidu) Big 09
BepecHs 2022 p.; IHopmauiiiHMii NnMcToK | hopma 3roau Asis nalieHTa i 3aKOHHOTo npeAcTaBHUKA AN
yyacTi B K/NiHIYHOMY pochnifxeHHi, Bepcia 6.0 aona YkpaiHu Big 12 BepecHs 2022 p., nepeknapj
YKpaiHCbKOI MOBOIO Bif 14 BepecHA 2022 p.; nepeknag pociiicbkoo MOBOO Bia 14 BepecHs 2022 p.;
3MiHa Ha3BM MicLb NpoBeAEeHHS BUNPOOYBaHHA [0 NPOTOKOJY KNiHIYHOIO AoCAiMKEeHHA «PaHaoMi30BaHe,
noZBiiiHe cnine, niayebo-KoOHTPOIbOBaHe, baraToLeHTPOBE AOCIMKEHHS 3 dhasu A1 OLiHKM 6e3NeYHOCTi Ta
edpektBHOCTI npenapaty AR-301 sk [ONOMIXHOT Tepanii [0 JliKyBaHHA aHTUGIOTUKaMKU MpU BEHTUAATOP-
acoujioBaHin mHeBMOHiIi (BAI), cnpuunHeHin S. aureus», kog, gocnigpkeHHs AR-301-002, sepcisa 4.1 Big 26
nucrtonaga 2019 p.; cnoHcop - Apigic ®apmacokioTikans, IHk., CLUA (Aridis Pharmaceuticals, Inc., USA)
3aasBHuK - TOB «MB KBecT», YkpaiHa

iHTEHCMBHOI Tepanii, M. IBaHO-PpaHKiBCbK

BYNO CTAJ1IO
O.M.H., npod. TiToB L.1. O.M.H., npod. TiToB I.1.
OGnacHa KNiHiYHA nikapHs, BiggineHHs | KomyHasibHe  HeKoMepuiiiHe  NignNpPUEMCTBO
aHecTe3io/10rii Ta iHTeHCMBHOI Tepanii, flepxxaBHuUi | «O6nacHa KniHiuHa nikapHa IBaHO-PpaHKiBCbKOT
BULLMNA HaBuYasIbHUIA 3aknap, «IlBaHO- | 0GnacHOi paau», BIiAAINEHHSA aHecTesionorii Ta
®PpaHKiBCbKUin HauioHanbHuiA MeAUYHUIA | IHTEHCUBHOT Tepanil, IBaHO-PpaHKIBCbKNii
yHiBepcuTeT», kKadegpa  aHecTesionorii  Ta | HauioHaNIbHUI MepuYHUIA YHIBepcuTeT, kadeapa

aHecTesionorii Ta iHTeHCMBHOI Tepanii, M. |BaHO-

®paHKiBCbK

K.M.H. lnatuyk 1.1.

OGnacHa KOMyHa/nlbHa YycTaHoBa «JlikapHA
WBMAKOI MefgU4HOi AoMoMoru», BifdiNeHHA
aHecTesionorii 3 fbkKKamMmy iHTEHCUBHOI Tepanil,
M. YepHiBLj

K.M.H. lnatuyk 1.1.

O6nacHe KOMYHa/lbHe HeKoMepLiliHe
nianpnemMcTBO «YepHiBeLbKa NikapHA LWBUAKOI
Me[MNYHOT AONMOMOTrn», BiAAi/TIEHHS aHeCcTe3ionorii 3
NibKKaMW iHTEHCUBHOI Tepanii, M. YepHiBuj

21. Indhopmadia gna nauieHta Ta dopma iHhopmMmoBaHoi 3roau — NMpoTokon 67652000PCR3002, Bepcis
6.0 ykpalHCbKOIO MOBOK AnA YKpaiHu Big 05.09.2022; IHdopmauis pns nauieHta ta dopma
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iHdhopmoBaHoi 3rogu — MpoTokon 67652000PCR3002, Bepcis 6.0 pociiicbkoo MOBOIO AN1S1 YKpaiHu Big
05.09.2022 g0 nNpOTOKOAY K/iHIYHOrO AocnigkeHHs «PaHAomizoBaHe, nnaueb0-KOHTPO/IboBaHe, NoABiliHe
cnine kniHiyHe pocnimpkeHHA 3 a3 npenapaty Hipanapu6 B KoMOGiHauii 3 abipaTepoHa aueTatom Ta
NnpefHi3oHOM Yy MNOpPiBHAHHI 3 abiparepoHa aueTatoM Ta MpPefHi30HOM ANA NiKyBaHHA nauieHTiB 3
MeTacTaTUYHUM KacTpaT-uyyT/IMBUM pakoM nepeamixyposoi 3ano3m (MCSPC) 3i Wwkignmso repMiHasibHOK
abo coMaTU4HOK MyTali€lo TeHiB, WO BiAMNoBigalTb 3a penapaudiio WASXOM FoOMOOMNYHOT pekoMbiHaL,i
(HRR)», kof pocnimkeHHs 67652000PCR3002, 3 Monpaskoto 2 Bifg 25.10.2021 p.; cnoHcop - «AHCCEH
OAPMALEEBTUKA HB>», Benbris

3anBHuK - «AHCCEH ®PAPMALEBTWKA HB», Benbris

22. OHoBneHwii TumMyacoBuii NPOTOKOJ K/iHIYHOro BUNpo6yBaHHA MT-12 gnsa YKpaiHu, Bepcis 3.0 Big
31 cepnHs 2022 p.; AopaTok Ao IHchopmauiiiHoro nuctka Ta @opmu iHchopMmoBaHOT 3roau Ansi 6aTbkiB.,
Bepcisn 3.0 ansa YkpaiHu Big 01 BepecHA 2022 p.; nepeknag yKkpaiHCbKOO MOBOO Bif, 05 BepecHs 2022
p.; Nnepeknag pociiicbkoro MoBoto Big 05 BepecHs 2022 p.; flopgaTok Ao IHchopmauiiiHoro nuctka Ta
dopmMmu 3rogu Ana nauieHTiB (Bikom 5-11 pokiB), Bepcia 3.0 ana YkpaiHu Big 01 BepecHs 2022 p.;
nepeknag, ykpaiHCbKo MOBOI0 Bif 05 BepecHs 2022 p.; nepeknapg, pociiicbkolo MOBOIO Big 05 BepecHsA
2022 p.; fopaTtok o IHchopmauiiiHoro nucTka Ta dopmu 3roau ANA NALiEHTIB (AKUM BUNOBHIOETLCA 12
pPOKiB NpoTArom nepiogy y4yacti B gocnigkeHHi), Bepcia 3.0 ana YkpaiHu Big 01 BepecHs 2022 p.;
nepeknapg ykpaiHCbKor MOBOIO Big 05 BepecHs 2022 p.; nepeknapg, pociiicbkoro MOBOIO Big 05 BepecHsA
2022 p. A0 NPOTOKONY KAiHIYHOro AoCimpKeHHS «OaHOpiYHE Nnaueb0o-KOHTPOIboBaHe gocnimxkeHHs Il dha3u 3
OLiHKN epeKTUBHOCTI Ta 6e3nekn TabneTkn ansa cybniHreasibHOT iMyHoTepanii (SLIT-tablet) npu aneprii Ha
Kniwa gomawHboro nuny y piteir (5—11 pokiB) 3 PUHITOM/PUHOKOH'IOHKTUBITOM, BUK/MKAHUM KAiLLEM
AOMalLHbOro nNuny, 3 abo 6e3 acTMn», Kog aocnimkeHHss MT-12, Bepcis 5.0 Big 19 6epesHst 2021 p.; CNOHCOp -
AJIK-Abenno A/C, faHisa (ALK-Abello A/S, Denmark)

3asBHUK - TOB «MB KBecT», YkpaiHa

23. OHoBneHui MpoTokon KniHivHOro gocnigkeHHa RPC01-3001, pepakuisa 10.3 (gna YkpaiHu) Big 26
cepnHAa 2022 p.; CuHoncuc OHOBJIEHOrO NMPOTOKONy pociimkeHHss RPC01-3001, pepaxuia 10.3 (ans
YKpaiHu) Big, 26 cepnHa 2022 p., nepeksiag 3 aHr1iicbKoi MOBU Ha YKpaiHCbKY MOBY Bif 16 BepecHs
2022 p.; IHpopmauniiiHMiA NMCTOK NauieHTa Ta chopma 3roaM Ha y4yacTb Yy KJ/1iHIMHOMY HayKOBOMY
[ocnigpKeHHi, ocTaTouHa pegakuis 12.0 ana YkpaiHu Big 23 BepecHA 2022 p., octaTouHWii nepeknag 3
aHrnificbKoI MOBM Ha YKpaiHCbKY MOBY Bif 23 BepecHs 2022 p., oCTaTOUHUI Nepeknag 3 aHrnificbKoi
MOBM Ha poCiiiCbKy MOBY Bif, 23 BepecHA 2022 p.; AopaTok Nel no "IHhopmauiiHOro INCTKa nawieHTa
Ta (popMu 3rogM Ha yvyacTb y K/iHIMHOMY HayKOBOMY AOC/iMKEHHI", octaTtouHa pegakuia 1.0 gnsa
YkpaiHu Big 23 cepnHsa 2022 p., ocTaTOUHWIA NepeKnag 3 aHrilicbKoi MOBY Ha YKpaiHCbKy MoBY Big, 08
BepecHs 2022 p., ocTaTOMHUI Nepeksiag 3 aHr1ikicbKoi MOBM Ha pociiicbKy MoBY Big, 08 BepecHs 2022 p.
00 NPOTOKO/Y KNiHIYHOTO JOChiMKeHHA «baraTtoueHTpoBe BiAKpUTE A04ATKOBE AOCNIMKEHHA npenapaTy
RPC1063 npu nepopasibHOMY 3aCTOCyBaHHi Yy XBOPMX Ha peuuavBYHOUMiA PO3CISHWUIA CKIepos», Kopg,
pocnipkeHHs RPC01-3001, pepakuis 10.0 Big 08 xoBTHA 2021 p.; cnoHcop - «CengxeH IHTepHewwHn || Capn»
(Celgene International Il Sarl), LUseiuapis

3anBHuK - TOBAPVCTBO 3 OBMEXXEHOIO BIAMOBIAABHICTIO «Ml EC AN-YKPAIHA»

24. MoaoBXeHHA TPUBAOCTI K/HIYHOro BMNpoGyBaHHA B YKpaiHi Ao 10 Gepe3HAa 2023 poKy A0
NPOTOKONY KAiHIYHOrO AochigKeHHs «PaHgomizoBaHe, noagiiHe cnine, 6GaraToueHTpPOBE [AOCNIMKEHHS
TepaneBTUYHOI eKBIBa/IEHTHOCTI, WO MPOBOAMTLCA B NapasiesibHUX rpynax Ans MnopiBHAHHA edeKTUBHOCTI,
6e3neyHocTi Ta iIMyHoreHHocTi npenapaty DMB-3115 ans niglwkipHoro BBeAeHHS Ta npenapaTty Ctenapa®
BMpOo6HMLUTBa €C Y NAUIEHTIB i3 XPOHIYHNM B/IALLIKOBMM MCOPia3oM CepefHbOoro abo TSXKKOro CTYNeHs», Kog
pocnimpkeHHa DMB-3115-2, 3 iHkoprniopoBaHoto nonpaskoto 01 Big 04 yepsHA 2021 poky; cnoHcop - Dong-A ST
Co. Ltd., Republic of Korea

3aaBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVIK'IOBIA PAC YkpaiHa»

25. LLloaeHHMK nayieHTa 3 npuiiomy gocnigkyBaHoro npenapary; Nepiog nogoB)XeHOro 3acTocyBaHHSA
pocnipkyBaHoro npenapary (TwkHi 56 - 100); KniHiuHe pocnigpkeHHA SOLSTICE; Bepcia 1.0
YKpaiHCbKolo MoBowo Big 08.07.2022 p.; LogeHHMK nauieHTa: AocnigkKyBaHU npenapaT i Woro
BBeAEeHHsA; JoaaTkoBuii nepiog 3aCTOCyBaHHA AOCAiAKYBaHOro npenapary (TwkHi 56 — 100); KniHiuHe
pocnipxeHHs SOLSTICE; Bepcis 1.0 pociiicbkoto moBot Big 08.07.2022 p. A0 NpOTOKOAY KAiHIYHOTO
pocnipkeHHa «baraToueHTpoBe, paHAoMi3oBaHe, MOABiNHe chnine, nnauebo KOHTPO/NbOBaHE KAiHiYHe
pocnipkeHHs 3b casun gns ouiHkM edpeKTUBHOCTI Ta 6e3nevHOCTi NpM3HaYeHOoro NiglwkipHoO rycenbKymaoy y
nawuieHTiB 3 aKTUBHMM MNcopiaTU4HUM apTpuUTOM, SKi paHie MaauM He[oCTaTHI Bignosigb Ta/abo
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HenepeHoCUMICTb NikyBaHHA OAHMUM 3 iHMIGITOPIB (hakTopy HEKpo3y Nyx/avH anbga», Kogh AOCMiIKEHHS
CNTO1959PSA3005, Big 13.04.2021 p.; cnoHcop - «AHCCEH ®APMALLEBTVKA HB», benbris
3asBHuK - « AHCCEH ®APMALIEBTVIKA HB», benbris

26. flocbe pocnimkysBaHoro nikapcbkoro saco6y BGB-A1217 (Ouunepnima6 (Ociperlimab), Bepcis 3.4
Bifi 22 cepnHa 2022 poKy aHrAiAiCbKOK MOBOI; 3MiHA BifgMNOBiga/ILHOIO AOC/AIAHMKA B Micui
NpoBefEeHHA BUNPOOyBaHHA; 3MiHA Ha3BM MiCUA NPOBEAEHHA KJ/iHIYHOrO BUNPOGYBaHHSN;
MoaoBXXeHHSA TepMiHY NPOBeAEHHSA KiHIYHOro BUNpoGyBaHHA B YKpaiHi Ao 30 uepBHA 2025 poky [0
NPOTOKONY KNiHIYHOro AoCnimKeHHs1 «PaHaomMisoBaHe noagiliHe ciine aocnimkeHHs dpasu 3 npenapaty BGB-
A1217, aHtuTina go TIGIT, y noegHaHHi 3 TUCnenisaymaboMm NOpiBHSAHO 3 NeMOponizymMaboM y nauieHTiB i3
paHille HenikoBaHUM, MiCLLEBOMNOLIMPEHUM, HeonepabenbHMM abo meTacTaTUYHUM HeApPiIGHOKAITUHHUM
pakom siereHb i3 BUbpaHumM ctatycom ekcrnpecii PD-L1», kog gocnimkeHHs BGB-A317-A1217-302, Bepcia 3
nonpaskoto 2.0 Big 07 rpyaHsa 2021 poky; cnoHcop - BeiGene, Ltd. c/o BeiGene USA, Inc., CLLUA

3asaBHuk - TOBAPUCTBO 3 OBMEXEHOK BIAMOBIAABHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

BYNO

CTANO

K.M.H. TpyxiH A.B.

KomyHasibHe HekomepLiiHe nigNPUEMCTBO
«Opecbkui o6GnacHuii OHKONOTiYHNiA
pucnaHcep» Ofecbkoi 061acHol paam», cTalioHap
BEHHOro nepeGyBaHHsA AncnaHcepHo-
nonikAiHiYHOro BigaineHHa, M. Ogeca

K.M.H. TpyxiH A.B.

KomyHasibHe HekomepLjiiHe nignpUeMCTBO
«Opecbkuii perioHanbHui KNiHIYHWIA
NPOTUNYX/IMHHUIA UeHTP» Opgecbkoi 06nacHoi

pagu, BigaineHHs ximiorepanii, M. Ofeca

3aB. BigaineHHam Koo63es O.l.

KomyHasibHe HekomepLiiHe nignpUeEMCTBO
«O6MacHUn  LEHTP  OHKOJIOrii»,  OHKOXIpyprivyHe
BiAAINEHHSI OpraHiB rpyaHoOT MOPOXHWUHKU, M. XapKiB

nikap leoHosa B.B.

KomyHasibHe HeKoMepLiiiHe niANpUEMCTBO
«O6MacHNn  LUEHTP  OHKOJIONii»,  OHKOXipypridyHe
BiAAINEHHS OpraHiB rpyAHoOT NOPOXHWUHW, M. XapkiB

27. 3miHa BignoBigasbHOro gocnigHuka Ta 3MmiHa Ha3BU MiCLIAA NPOBeAEHHSA K/iHIUHOro BUNpoGyBaHHA
[0 TMpOTOKO/Y KAiHIYHOrO  AocnigXeHHs «PaHaomizoBaHe, KOHTPO/bOBaHe AOCAifKeHHs a3m 3
Ka6o3aHTiHiOy (XL184) y kom6iHauii 3 ATe3onizymabom nopiBHAHO i3 CopadeHiboM y nauieHTiB i3
MOLUMPEHOIO renaToLeNtoNIAPHOI KapLMHOMOIO, SKi He OTPUMYBaIN MOMNEPEAHI0 CUCTEMHY NPOTUNYX/TUHHY
Tepanito», kog gocnimpkeHHa XL184-312, nonpaska 4.0 Bif 28 6epe3Ha 2022 poky; cnoHcop - Exelixis, Inc.,
CLLA

3asBHnk - TOBAPWCTBO 3 OBMEXEHOK BIAMOBIJANBHICTIO
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

«PAPMACBIOTIKA/T PICEPY

BY/NO CTAJIO
A.M.H. Ckopui .. K.M.H. Miceybka M. E.
KomyHasibHe HekomepLUiiHe nignpuemcTso | KomyHasbHe HekomepLiiHe nigNpPUEMCTBO
«O6nacHNiA  LUEHTP  OHKOJOFi», OHKOXIpypriyHe | «O6/acHUA  LEHTP OHKOJOri», OHKOXipypriuHe
BiAJINEHHA nedyiHkM Ta MNigWwayHKoBOT 3a103Y, | BigAineHHA opraHiB 4YepeBHOI MOPOXHUHU,
M. XapkiB M. XapkiB

28. [locbe pocnipkyBaHOro nikapcbkoro sacooy BGB-A1217 (Ouunepnima6 (Ociperlimab), Bepcisa 3.4
Bif} 22 cepnHs 2022 poKy aHriliCbKOK MOBOLO 0 NPOTOKO/Y KAIHIYHOTO JOCAIMKEHHS «[JocimpKeHHs dha3u
2 3 BUBYEHHS epeKTMBHOCTI Ta 6e3neuvHocTti Tucnenisymaoy (BGB-A317), MOHOK/IOHA/IbHOTO aHTUTINA A0
PD-1, y noegHaHHi 3 npenapatoM BGB-A1217, MOHOK/MIOHaNbLHUM aHTuTiiom o TIGIT, abo 6e3 Hboro B
NayieHTOK 3 peunauByouMmM abo MeTacTaTUuHUM pakoM LUMIAKA MaTKuW, SIKi paHille OTpMMyBasn NiKkyBaHHS 3
NpvBOAY AaHOro 3axXBOPKOBaHHS», koA, focnipkeHHs BGB-A317-A1217-202, sepcis 0.0 Big 04 BepecHs 2020
poky ; cnoHcop - BeiGene, Ltd. c/o BeiGene USA, Inc., CLLUA

3asBHuKk - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/BHICTHO
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

«PAPMACBIOTIKAT PICEPY

29. Bpouwypa pgocnigHnka CNTO1959 (guselkumab), BugaHHa 14 Big 29.08.2022 p. o0 NpOTOKONYy
KNiHiYHOro gocnigxeHHs «baratoueHTpoBe, paHOoOMi3OBaHe, MoABiliHe cnine, nnauebo KOHTPOsibOBaHe
KNiHiYHe pocnimpkeHHs 4 a3y gna ouiHkM edbekKTMBHOCTI Ta 6e3neyvyHoCTi Npu3HayeHoro nifgwkipHo
rycesibKymaoy y nauieHTiB 3 akTUBHVUM akCia/lbHUM MNcopiaTU4HUM apTPUTOM, SKi HIKONW He OTpUMyBasTv



6ionoriuHy Tepanito», kog, pocnimxkeHHs CNTO1959PSA4002, sig 14.04.2021 p.; cnoHcop - «AHCCEH
SAPMALIEBTUKA HB», benbris
3asBHuK - « AHCCEH ®APMALIEBTVIKA HB», benbris

30. Bpouwypa aocnigHuka RO5541267, Tecentriq (atezolizumab), Bepcia 19 Big cepnHa 2022 poky,
aHrNificbKol MOBOIO [0 NPOTOKO/Y KNIHIYHOrO JocChifgxeHHs «3s pasa, BigkpuTe, paHOoMi3oBaHe
OOCNIMKEHHA ANS OUiHKM eheKTMBHOCTI Ta 6e3nekn npenapaty Atesonisymab (ANTI-PD - L1 aHTuTINO) B
MOPIBHAHHI 3 OMNTMMa/IbHOK MIATPUMYKOUOK Tepanield Micnis af'loBaHTHOI XiMioTepanii OCHOBaHOI Ha
LincnnatuHi y naujieHTiB 3 NOBHICTIO pe3ekTabenbHMM HeApPiGHOKNITUHHUM pakom nerexb IB-11IA cTtagji», kog,
pocnipkeHHss GO29527, sepcis 10 Big 03 ntoToro 2022 p.; cnoHcop - F. Hoffmann-La Roche Ltd, Switzerland
(«®. XothbdpmaHH-/15 Pow /1Ta», LBeiiyapis)

3aaBHUK - ToBapmncTeo 3 O6MexeHo BignosiganbHicTio «KOHTpakTHO-A40CNiAHULbKA opraHisaLis IHHo®apm-
YkpaiHa»



