Jopartok 1

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne12 Big 23.06.2022,
HTP Ne19 Big 23.06.2022, Ha siki 6y/i1 OTpUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «PaHgowmi3oBaHe, NoggiiiHe crine, 6araToLeHTPOBE KAiHIYHE OOCNIMKEHHS Yy napasieflbHUX rpynax ans
OLiHKM edpeKTUBHOCTI Ta 6e3neyHocTi npenapaTy AVTO06 y nopiBHAHHI i3 cxBasieHnM y €C npenapaTtom Annia®
Yy NaujieHTIB i3 HeoBaCKyNspHOK (BOMOrow) BikoBowo Makynoauctpodiieto (ALVOEYE)», koa AocnigKeHHs
AVT06-GL-C01, Bepcisa 2.0 Big 21 rpyaHs 2021 poky, cnoHcop - Alvotech Swiss AG, Switzerland

®asza - Il

3anBHWK - MNignpuemcTso 3 100% iHo3eMHolo iHBeCTULje0 «AK'IOBIA PAC YkpaiHa»

Ne M.1.6. BignoBigaibHOro AoCNiAHKKa,

n/n Ha3Ba MicLs npoBeAeHHS K/1iHIYHOro BUNPOBYBaHHS

1. | nikap Mosx B.J.

NikyBa/IbHO-AjarHOCTUYHWIA  LEHTP MpUBATHOrO MNiANPMEMCTBA NPMBATHOI BUPOBHMYOT  hipMm
«AUMHYC», M. KponvBHULbKWiA

2. | 3aB. Big. Cugop P.B.

KomyHanbHe nignpremctBo «BosiMHCbka o6nacHa KniHiyHa nikapHsa» BonvHcbkoi o6nacHol pagu,
ohTaNIbMOSIOriYHE J1iKyBa/IbHO-AiarHOCTUYHE BigAiNneHHs, M. JlyLbK

3. | A-M.H., npoch. Be3kopogaiiHa |. M.

KomyHasibHe nignpuemMcTBo «lMontaBcbka o6n1acHa KniHivHa nikapHa iM. M.B. Cknid)ocoBCbKOro
MonTaBcbKOi 06/1acHOT pagu», ohTasibMOsIOriYHe BiA4isIeHHs, MoONTaBCbKMIA AepXXaBHUA MeNYHWIA
YHiBepcuTeT, kadpegpa 0TOPMHOMAPUHIONOriT 3 0pTa/IbMOsIOrieln, M. MonTasa

4. | A.M.H., npodp. 3aBropoaHsa H.I.

MegamnyHunii ueHTp ToBapucTBa 3 06MEXEHOH BiAMOBISAIBHICTIO «Bi3yc», niKkyBasibHO-AlarHOCTUYHE
BigaineHHsa Nol, m. 3anopixxs

5. | k.M.H. Amep C.A.

KoMyHasibHEe HekoMepLiiHe NiANPUMEMCTBO «KWIiBCbKa MiCbka KniHidHa nikapHs Nel» BMKOHABYOro
opraHy KuiBcbkoi micbkoi paan (KMIBCbKOT MIiCbKOT AepXaBHOT aagMiHiCTpauil), BiadiNeHHS KAiHIYHMX
pocnimpkeHb, M. Knis

6. | O.M.H. 3HameHCcbka M.A.

MeuuHuii LIEHTP TOBapUCTBA 3 06MEXEHOI0 BinoBifanbHIcTIO «AMA3», M. Kuis

2. «barartoueHTpoBe, NpocTe, BiAKPUTE, pPO3LUIMpEeHe A0AATKOBE AOCNILXEHHA AN OLiHKW OOBroCTPOKOBOI
6e3neyHocTi Ta edheKTMBHOCTI OKpenizymady Yy nauieHTiB 3 PO3CISHMM CK1epOo30M», KOA AOCiAKEHHS
MN43964, sepcis 1 Big 25 nuctonaga 2021 poky, cnoHcop - «®. XOPPMAHH-1A POLU NTA», Weeliuapis (F.
HOFFMANN-LA ROCHE LTD, Switzerland)

da3za - Il

3asBHUK - NignpremcTso 3 100% iHo3eMHoI iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

Ne MN.1.B. BigNoBigaIbLHOro [OCNIAHNKE,

n/n Ha3Ba Micus npoBeAeHHSA K/iHIYHOro BUNPOOGYBaHHS

1. | A.M.H., npod. BonowwuHa H.IM.

JepxaBHa ycTaHoBa «IHCTUTYT HeBposorii, ncuxiatpii Ta Hapkosorii HauioHanbHOT akagemil
MeANYHUX HayK YKpaiHu», BigAieHHs ayTOIMyHHWX i AereHepaTVBHMX 3aXBOPKOBaHb HEPBOBOI
cuctemu, LieHTp po3scisHoro ckneposy, M. Xapkis

2. | A.M.H., npodp. Herpwuy T.1.

KomyHasnibHe HekomepLiiHe NignprueMcTBO JIbBIBCbKOI 06/1acHOT paam «J/1bBiBCbKa 06/1acHa KiiHIibYHa
nNiKkapHs», HEBPOJIOriYHE BIiAAINEHHS, JIbBIBCbKMIA HaUiOHa/IbHUIA MEANYHWUIA YHIBEPCUTET IMEHI
JaHnna Manvubkoro, kadeapa Hesponorii, M. JIbBIB

3. | A.M.H., npod. Cokonosa J1.1.

MeanyHuii LUeHTp ToBapucTBa 3 OOMEXEHOK BigNOBiAa/bHICTIO «Meabyn-KniHik», nikyBasibHO-
npodpinakTnyHuiA nigposain, m. Knie

4. | K.M.H. Ymup I.C.

KoMyHaslbHE HekoMepuiiHe nignpMemctBo «O6nacHa KhiHiYHa nikapHa IBaHO-®paHKiBCbKOT
06/1aCHQOI paan», HEBPOJIOriYHe BiAAINEHHS 3 LIEHTPOM PO3CiSTHOTO CKNeposy, M. IBaHO-®paHKiBCbK
5. | 3aB. Big. Nanywa A.l

KomMyHasibHe HekomepujliHe nignpuemMcTBo KWiBCbKOi o6nacHoi pagn «KuiBcbka o6s1acHa KiiHiuHa
NiKapHsi», HEBPOOrivyHe BiaaineHHs, M. Knis




6. | K.M.H. KapeTa C.O.

KomyHasnbHe HekoMepujliHe nignpnemcTBo «YepHiriscbka o61acHa nikapHs» YepHiriBcbkoi 061acHOi
paju, HeBPOOrivyHe BiAAiNEHHA A1 XBOPUX 3 NOPYLLIEHHAMW MO3KOBOIo KpoB0OGiry, M. YepHiris

7. | 8.M.H. Kanbbyc O.l.

KomyHasibHe nignpuemMcTBo «[HinponeTpoBcbka ob6nacHa KniHiyHa sikapHa iM. 1.1, MeuHukoBa»
[JHinponeTpoBcbkoi 06nacHoi pagw», BiggineHHA Hesposorii Nel, [IHINPOBCbKWIA AepXaBHUI
MeAVYHWUIA YHiBEpCUTET, kacheapa HeBposorii, M. [IHINpo

8. | K.M.H. Mopo3 O.M.

[JepxaBHa ycTaHOBa «YKpaiHCbKUA AepXaBHWIA HAayKOBO-AOCAIAHUA IHCTUTYT MeAWKO-COLia/IbHMUX
npo6nem iHBanigHOCTI MiHiCTepCcTBa OXOPOHW 340POB’'A  YKpaiHu», BigAiNeHHs HeBposoril,
M. JHinpo

9. | A.M.H., npod. MockoBko C.T1.

MeanyHWii LeHTp ToBapucTBa 3 OOMEXEHOK BiAMNOBIga/IbHICTIO «MefuuHuii ueHTp «Cantem,
NiKyBaUIbHO-NpOhiNakTUYHUA Bigain, M. BiHHMUA

10. | 3aB. Big. CaHoubkunin A.€.

KomyHasnbHe HekomepLiiHe nignprueMcTBo JIbBIiBCbKOI 06/1acHOT paam «J1bBiBCbKa 06/1acHa KiHIibYHa
NiKapHsi», HEBPOOriYyHe BigaineHHs, M. JIbBiB

3. «[lpogoBXeHe [AOCNIMKEHHST BEHETOKNAKCY Yy Maui€HTiB, SKi 3aBepwunnn yyacTb y nonepeaHbomy
KNiHIYHOMY BMMPOOYBaHHI BEHETOKNAKCY», KoA AocnimxkeHHsa M19-388 |, Bepcis 5.0 Big 27 BepecHs 2021 poky,
crnoHcop - «E66BI IHk», CLUA / AbbVie Inc., USA

®a3za - Il

3asaBHuK - E66BI BiodhapmachtoTikan3 Mv6X, LLseiilapis

No M.1.b. BignoBiganbHOro gocnigHnkKa
n/ HasBa micus npoBeAeHHs KNiHIYHOro BUNPOGYBaHHS
n

1. | nikap YceHko I'.B.
KomyHasnibHe HekoMmepuiiiHe nignpremcTBo «Micbka KniHidHa nikapHa Ned» [JHINPOBCbLKOI MiCbKOT
pagu, MiCbKWIA reMaToNoriyHnii LeHTp, M. JHinpo

4. OHOBEHi po3ainu AocCbe A[OCNiAKYBaHOro nikapcbkoro 3acody NN7415 (concizumab) (CMC
update): Po3gin 3.2.P.3 «Manufacture», Bepcif 2.0, chiHanbHa, Big 27 )xoBTHA 2021 (v.2.0, final, dated 27
Oct 2021); Pospgin 3.2.P.5 «Control of Drug Product», Bepcisa 3.0, thiHanbHa, Big 27 xoBTHA 2021 (v.3.0,
final, dated 27 Oct 2021); Po3pgin 3.2.P.8 «Stability», Bepcis 5.0, piHanbHa, Big, 27 xoBTHA 2021 (v.5.0,
final, dated 27 Oct 2021); Po3ain 3.2.S.4 «Control of Drug Substance», Bepcisa 5.0, piHanbHa, Big 13
cepnHsa 2021 (v.5.0, final, dated 13 Aug 2021); OHoBneHuii foaartok |, Bepcia 8.0, chiHanbHa, Big 8
nucronaga 2021 ao npotokony NN7415-4307, Bepcia 5.0, hiHanbHa, Big 25 6epe3Hsa 2021 10 NpOTOKONY
KMIHIYHOTO pocnimxkeHHs «EdekTuBHICTb Ta 6e3neka npoguisiakTMYHOro 3acTtocyBaHHS KoHuu3ymaly y
navieHTiB 3 remocpinieto A un B, He ycknagHeHoto iHribiTopamus, kog, gocnigpkeHHss NN7415-4307, diHanbHa
Bepcis 5.0 Big 25 6epesHs 2021 p.; cnoHcop - Novo Nordisk A/S (JaHis)

3asaBHUK - TOB «HoBo Hopgaick YkpaiHa»

5. OHOB/eHUIT NPOTOKOJ1 KNiHIYHOrO BMNpoGyBaHHA 20968, Bepcis 3.0 3 nonpaBKolo 2 Bif, 26 KBiTHSA
2022 poKy [0 NpOTOKO/TY KAIHIYHOrO AOCAiAKEHHA «PaHAoMi30BaHe, 3 MOABINHMM MacKyBaHHSIM AOCAiAKEHHS
3 (hasu 3 aKTMBHUM KOHTPOIEM /171 OLiHKM eDeKTMBHOCTI Ta 6e3nekn BUCOKMX 03 adpniibepcenTy B NaLieHTIB
i3 HEOBaCKY/IAPHOK BIKOBOK MakynoaucTpodieto», kog gocnigpkeHHsa 20968, sepcia 2.0 Big 14 niotoro 2020
poky; cnoHcop - Bayer AG, Germany/ baiiep Al', HimeuunHa

3aasHuK - TOB «MAPEKCE/T YkpaiHa»

6. OHOBIEHUIA NPOTOKOJ1 KNiHIYHOTO AgocnimKeHHA 3 nonpaBkoto 01, Bepcis 1 Big 20 rpygHAa 2021 poky,
aHrniicbkoto MoBoto; OcHOBHa iH(hopMaLia npo gocnigkeHHs i opma iHhopmMmoBaHOi 3rogu, Bepcis
Ne 2 Big, 20 rpyaHsa 2021p., aHrniicbkolo MmoBoto; IHhopmauis ana nauieHTa Ta popma iHchopmoBaHOI
3rogun, Bepcisa Ne 2 ansa YkpaiHu Big, 25 ciuHa 2022p. (Ha ocHOBi OCHOBHOI iH(hopMaLii Npo gocnigKeHHA
i bopmu iHchopmoBaHoi 3rogun, Bepcis Ne 2 Big 20 rpyaHa 2021p.) ykpaiHCbKOO MOBORO; IHchopmauin
AnA nauieHTa i oopma iHchopmoBaHoi 3roau, Bepcist Ne 2 ansa YkpaiHu Big 25 ciuHa 2022p. (Ha OCHOBI
OcHoBHoOI iHdopMaLii npo gocnigpkeHHs i hopmu iHchopmoBaHOi 3roaun, Bepcist Ne 2 Big 20 rpyAaHs
2021p.) pociiicbKol0 MOBOK A0 MPOTOKO/Y K/iHIYHOrO AdocnigpkeHHs «PaHgomizoBaHe, noggiliHe criine,



nnaueb0o-KOHTPOIbOBaHe AOC/IMKEHHS 3 OLHKM AOBroCTPOKOBOIO BNAUBY AyninyMady Ha nonepekeHHs
3HWKEHHA (OYHKLIT /lereHb y nalieHTiB 3 HEKOHTPO/IbOBAHOK GPOHXia/IbHOK acTMOK MOMIPHOMO Ta BaXKKOro
CTYNEHSA TAXKOCT», KoA gocnigpkeHHs LPS16676, sepcia 1 Big 20 cepnHa 2021p.; cnoHcop - sanofi-aventis
recherche & developpement, France (CaHoti-ABeHTIC pellepll e gesenonmMaH, dpaHLis)

3aaBHUK - TOB «CaHodi-ABeHTIC YKpaiHa»

7. OHOBNEHUI NPOTOKON KNiHiuHOro gocnigxkeHHsa CLI-06001AA1-05, Bepcis 4.0 Big 18 6epe3Hsa 2022
poky; OHoBneHe [locbe gocnigpkyBaHoro npenapary CHF 6001 (NEXThaler®) (kog aokymeHty CCD-
IMPD-6001-003-FAP-0075), Bepcisa 7.0 Big 09 ntotoro 2022 poky; IHchopmaLiiiHWii TMCTOK y4aCHUKa Ta
®dopma iH(popMOBaHOI 3rogM Ha y4vyacTb Yy KNiHiYHOMY pocnigkeHHi 3 kogom CLI-06001AA1-05,
pocnipxkeHHs PILLAR, Bepcis 3.0 Big 27 kBiTHA 2022 poKy aHrnificbkolo MoBOO; IHhopMauiiHnii
NINCTOK yyacHuKa Ta Popma iH(POpMOBaHOI 3roaM Ha y4vyacTb Y KMAIHIYHOMY AOC/iMKEHHI 3 KOAO0M
CLI-06001AA1-05, aocnipxeHHs PILLAR, Bepcia 3.0 Big 27 kBiTHA 2022 poKy yKpaiHCbKOIO MOBOIO;
IHbopmauiliHMiA NUCTOK yyacHuKa Ta Popma iH(hopMoBaHOiI 3roau Ha y4yacTb Y HEOGOB’A3KOBOMY
B3ATTI 3pas3kiB p[nAa 36epiraHHA OGiosoriyHMX mMartepianis, KiHiYHe AOCNIMKEHHA 3 KOAOM
CLI-06001AA1-05, gocnigpkeHHsa PILLAR, Bepcisa 2.0 Big 27 KBiTHA 2022 poKy aHr/iiCbKOIO MOBOIO;
IHhopMauiiHMii NMMCTOK yyacHuMKa Ta Popma iHhopmMOBaHOI 3rogu Ha y4yacTb Yy HeOGOB’si3KOBOMY
B3ATTI 3paskiB pnA 30epiraHHA GiosoriuHMX mMarepianiB, K/iHiYHe AOCNIMHKEHHA 3 KOAOM
CLI-06001AA1-05, pocnimxeHHa PILLAR, Bepcisa 2.0 Big 27 kBiTHA 2022 poKy YKpaiHCbKOI MOBOIO;
CLI-06001AA1-05_J/IncT o nikapA 3aranbHoOi npakTukn_B2.0_OcTaTtouHa maiictep-Bepcis_22 foToro
2022 p. aHrniicbKkoto moBoto; CLI-06001AA1-05_JlucT Ao nikapsa sarasibHOI NpakTuku_B2.0_OcTtaTtoyHa
MalicTep-Bepcifa_22 nwTtoro 2022 p. yKpaiHCbKO MOBOK; OHoBneHa Bpowypa pgocnigHuka 3
npenapary CHF6001 DPI (kog pgokymeHTty CLI-CHF6001-IB-00545), Bepcia 5.0 Big 29 kBiTHA 2022 p.,
aHrNifcbKOK MOBOIO 10 NPOTOKO/Y KAIHIYHOTO AOCNIMKEHHS «52-TXHEBE, paHAOMi30BaHe, NoABiliHe chine,
3 NOABINHMM MackyBaHHAM, 3 KOHTpO/ieM miauebo Ta akTVBHMM KOHTposieM gochigpkeHHs (Podnyminact,
Janipecn® 500 MKr), WO NpoBOANTLCSA B NapasiefibHUX rpynax 3 MeTo OLiHKM eddeKTUBHOCTI Ta 6€e3neYHOCTi
ABox no3 npenapaty CHF6001 y chopmi Cyxoro NOpoLUKy ANns iHrasiauin, Wwo Ao4alTbea A0 NiATPUMYOYOT
NOTpIliHOT Tepanii y NauieHTiB i3 XPOHIYHUM OBCTPYKTVBHMM 3axXBOPIOBaHHAM fiereHb (XO3/1) Ta XPOHIYHMM
6poHxiToM», Kog, pocnimkeHHs CLI-06001AA1-05, sepcisa 2.0 Big 03 TpaBHsa 2021 poky; cnoHcop - «K'e3i
®apmavesTidvi C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis

3asBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiANOBiganbHICTIO «/TABKOPI KNIHIKA/T AEBE/TOMNMEHT YKPAIHA»

8. 3pa3ok 3HIMKIB eKpaHy «PGIS», 42756493BLC3001_EXT, Bepcia 1.00 yKpailHCbKOIO MOBOIO Bifg
10.12.2021 p.; 3pa3ok 3HiIMKIB ekpaHy «PGIS», 42756493BLC3001_EXT, Bepcia 1.00 pocilicbkoto
MoBoto Big 17.02.2022 p.; 3pa3ok 3HIMKIB ekpaHy «TenedoHHe iHTepB’to 3a EQ-5D-5L», EQ-5D-5L
Telephone, Bepcisa 1.00 ykpaiHCbkoto MOBOIO Bif, 10.12.2021 p.; 3pa3oK 3HiIMKiB eKkpaHy «TenecoHHe
iHTepB’to 3a EQ-5D-5L», EQ-5D-5L Telephone, Bepcis 1.00 pociiicbkoio MoBow Big 17.02.2022 p.;
3pa3ok 3HIMKIB ekpaHy «EQ-5D-5L», Bepcisa 1.00 ykpaiHCbKow MoBoOw Big 10.12.2021 p.; 3pasok
3HiIMKIB ekpaHy «EQ-5D-5L», Bepcif 1.00 pocilicbkoto moBolto Bifg 17.02.2022 p.; 3pa3oK 3HIMKIB eKpaHy
«FACT-BL», Bepcia 1.00 ykpaiHCbKOO MOBOIO Bif, 10.12.2021 p.; 3pa3ok 3HiMKiB ekpaHy «FACT-BL»,
Bepcia 1.00 pocilicbkoio MoBOIO Big 17.02.2022 p.; 3pa3oK 3HIMKIB ekpaHy «HaB4YanbHuii moaysnb i3
KOPUCTYBaHHA nnaHweToM», Bepcis 2.00 yKkpaiHCbKOO MOBOIO Bif 25.11.2020 p.; 3pa3ok 3HIMKIiB
eKpaHy «HaB4YanbHWiA MOAyNb i3 KOPUCTYBaHHA MJIaHWETOM», Bepcis 2.00 pociiicbkolo MOBOIO Bif,
06.11.2020 p. A0 NPOTOKOMY KNiHIYHOTO BUNPOGYBaHHA «JocnimkeHHs 3 dha3un Ans ouiHkM eppaddiTiHidy Y
MOPIBHAHHI 3 BIH(p/IYHIHOM abo AoueTakcesioM 4YM Nembponizaymabom Yy nauieHTiB 3  MOLUMPEHO
YypOTenia/IbHOI  KapUUMHOMOK Ta OKpeMuMy reHeTUdHuMKM abepauismy  peuentopis  dhaktopy pocTy
hibpobnacTiB», Ko gocnimkeHHs 42756493BLC3001, 3 nonpaBkoto 5 Big 25.03.2021 p.; cnoHcop - AHcceH
PapmauesTvka HB, Benbris

3asBHuK - «AHCCEH ®APMALIEBTVIKA HB», benbris

9. OHOBJIEHMIT NPOTOKON 3 IHKOPMOPOBAHOK NonpaBKoto 6 Big 09 notToro 2022 poky; 3arajibHa OLjiHKA
cniBBigHOWEHHA pusnk/kopucTb, Big 31 ciuHa 2022p., aHrniiicbkolo MoBoto; A3921165 IHchopmauin
ANnA 6aTtbKiB Ta ¢hopma iHhopmMOBaHOI 3rogM Ha yvyacTb Yy AOCHifKEHHi, HA OCHOBI BepcCii Ha piBHi
pocnipkeHHs Big 07 6epe3Hsa 2022 p., Bepcia gna Ykpaiiu 10.1.0 Big 31 6epe3Ha 2022 p., yKpaiHCbKOKO
MoBoto; A3921165 IHchopMmauis ana 6aTbKiB Ta hopMa iHhopMOBaHOT 3roguM Ha y4acTb Y AOCif)KEHHi,
Ha OCHOBI Bepcii Ha piBHI gocnimkeHHA Big 07 Gepe3HAa 2022 p., Bepcia ana YkpaiHm 10.1.0 Big 31
6epes3HA 2022 p., pociiicbkolo MmoBoto; A3921165 IHdhopMmauia gna nauieHTa Ta popma iHdhopmoBaHoT
3roAu Ha yyacTb Yy AloC/ifiKeHHi, Ha OCHOBI Bepcii Ha piBHiI AocnimkeHHsA Big 07 6epesHs 2022 p., Bepcia
AnA Ykpainu 10.1.0 Big, 30 6epe3Ha 2022 p., ykpaiHCbKoo MOBOO; A3921165 IHchopMmauia ana nauieHTa
Ta popma iHhopMoOBaHOI 3roan Ha yuyacTb Yy AOC/iAKEHHiI, HA OCHOBI Bepcil Ha pPiBHI AocnigKeHHA Bij,

3



07 6epesHs 2022 p., Bepcia ana YkpaiHu 10.1.0 Big 30 6epesHs 2022 p., pocilicbkoto moBoto; A3921165
IHcbopmauia gnsa nayieHTa Ta oopma 3roamn Ha yvyacTb Y AOCAiIAKEHHI AN nauieHTiB Bikom 14-17 pokiB.,
Ha OCHOBI Bepcil Ha piBHi gocnimxeHHA Big 07 6epesHsa 2022 p., Bepcia anAa YkpaiHu 10.1.0 Big 06
KBIiTHA 2022 p., yKpaiHCbKOI MOBOI0; A3921165 IHhopmauisa anAa nauieHTa Ta (oopma 3roam Ha yvyactTb
y pocnipxeHHi ana nauieHTiB Bikom 14-17 pokiB, Ha OCHOBI Bepcii Ha piBHI gocnigxkeHHA Big 07
G6epesHsa 2022 p., Bepcia ana Ykpaiiu 10.1.0 Big 06 kBiTHA 2022 p., pocilicbkolo moBoto; A3921165
IHhopMmauisa gna naugieHTa Ta hopma 3rogm Ha ydacTb y AOCHiMKEHHI ana piteii Bikom 11-13 pokis, Ha
OCHOBI Bepcii Ha piBHi gocnigxeHHA Big 07 6epe3Hsa 2022 p., Bepcia ana YkpaiHu 8.1.0 Big 04 KBiTHA
2022 p., yKpaiHCbKolo MOBOK; A3921165 IHcdhopmauia gna nauieHta Ta ¢popma 3rogm Ha yvactb Yy
pocnipkeHHi gna gitevi Bikom 11-13 pokiB, Ha OCHOBI Bepcii Ha piBHI gocnigkeHHs Big 07 6epe3Hsa 2022
p., Bepcia ana Ykpaiin 8.1.0 Big 04 kBiTHA 2022 p., pociiicbKkoto MoBot; A3921165 IHchopmauia ans
nauieHTa Ta chopma 3rogu Ha yyacTb y AOChifKeHHi ana giteil Bikom 6-10 pokiB, Ha OCHOBI Bepcii Ha
piBHI pocnimkeHHA Big 07 G6epe3Ha 2022 p., Bepcia Ana YkpaiHun 2.1.0 Big 05 kBiTHA 2022 p.,
YKpaiHCbKOIo MoBOt0; A3921165 IHchopmauis ansa nauieHTa Ta hopMa 3roaun Ha yvyacTb Y [OCAIMKEHHI
AnA piTen Bikom 6-10 pokiB, HA OCHOBI Bepcii Ha piBHi gocnigkeHHA Big 07 6epesHs 2022 p., Bepcis gna
YkpaiHu 2.1.0 Big 05 kBiTHA 2022 p., pPOCifiCbKOIO MOBOIO [0 NPOTOKO/Y KAIHIYHOMO AOCAIAKEHHS
«EpekTnBHICTb, 6e3neyHicTb, NepeHOCUMICTb | hapmakokeHeTnka TothaunTUHIGY Npu JlikyBaHHi CUCTEMHOT0O
IOBEHI/IbHOTO igionaTnyHoro apTputy (CtOIA) 3 akTUBHMMK CUCTEMHMMM NPOSiIBaMW y AiTel Ta NigaiTkiB», KOA,
pocnigpkeHHs A3921165, 3 iHkopnopoBaHOK nonpaskoto 5 Big 21 nunHa 2021 poky; cnoHcop - Mdaiisep IHk,
CLA [Pfizer Inc, USA]

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

10. OHoBneHwuii MpoTokon KiHiuHoro BUNpo6yBaHHA RVT-1201-2002, Bepcis 4.0 3 nonpaBkoto 3 Big, 19
ciuHa 2022 poky; IHcpopmauia ana nauieHTa i cpopma iHchopmoBaHOi 3rogu, TUNoBa Bepcia AnA
YkpaiHu, Bepcis 2.0, Big 15 ntotoro 2022 poky (yKpaiHCbKOIO Ta pociiicbkoto MoBamu); IHhopmauis ans
nauieHTa i oopma iHchopmoBaHOI 3roan Ha reHoTUNyBaHHA, TUNOBAa Bepcia AnA YKpaiHu, Bepcisa 2.0,
Big 30 rpyaHsa 2021 poky (ykpaiHCbKOI Ta pocilicbkoto moBamMu); IHchopmauis ana nauieHrta i oopma
iHhopMoOBaHOI 3ron Ha y4yacTb Y BifKpUTOMY nepioAi NPoAOBXEHHs JliKkyBaHHs, TUNOBA Bepcia Ans
YKpaiHu, Bepcia 2.0, Big 15 ntotoro 2022 poky (yKpaiHCbKOI Ta pocilicbkoto MoBamu); Jopatok Ao
IHcbopmauil ana naudieHTa i popmu iHpopmoBaHoi 3roau, Mmogenb-Bepcis AnA YkpaiHu, sepcis 1.0 Big,
10 nrotoro 2022 poKy (yKpaiHCbKOIO Ta pociiicbkolo MoBamu); MaTtepianu gnsa nauieHTiB: KapTka woao
npuiiomy Taénetok (Dosing Reduce Card) «3meHweHHA fo3u — 3actocoByBatu TI/IbKWU 3a BKasiBKOO
nikapsa-gocnigHuka», Bepcia Big 28 ciuHA 2022 poKy, YKpaAiHCbLKOI Ta pociiicbKolo moBamu; KapTka
woao npuiomy Ta6netok (OLE Dosing Card) «IHCTpykuii 3 npuiiomy npenapaTty y BigKkputomy
pexumi», Bepcis Big 28 ciuHa 2022 poKy, yKpaiHCbKOK Ta pocilicbkoo MoBamu; KapTka gnsa naudieHta
«Yoro cnig odikyBatu: padiik BisuTiB, NnepeadayeHNX fOCNiMKEHHAM», Bepcisa Bif 28 ciuHa 2022 poky,
YKPaiHCLKOIO Ta POCilicbKOol MoBaMu; 3pa3ky MapkyBaHHA BHYTPILWHbOI YNaKOBKM ANA NiKapCbKOro
3aco6y Pogatpuctar Etun 300 mr, TaGneTku A5 NepopasibHOro npuiiomy (NlikyBaHHsA y BigKpUTOMy
pexumi) Big, 15 cepnHsa 2021 poKy, YKpPaiHCbKOK MOBOO 0 NPOTOKO/Y KNiHIYHOIo goc/igkeHHA «dasa 2b,
paHAoMi3oBaHe, MOABiHe cnine, nnaueb0-KOHTPONbOBaHe, 6GaraToUEeHTpPOBE BUMNPOOYBaHHA 3 METOH
BM3HAYEHHS Ajana3oHy A03 PogaTtpucTtaTy eTu/y y NalieHTiB 3 IereHeBOK apTepiasibHO rinepTeH3ien», Ko
pocnipkeHHs RVT-1201-2002, sepcisa 2.0 3 nonpaskoto 1 Bif 19 nuctonaga 2020 poky; CNOHCOoP - «AnTaBaHT
CaeHci3 'mb6X», Lseiuapia/ Altavant Sciences GmbH, Switzerland

3aasHuK - TOB «[MAPEKCE/ YkpaiHa»

11. Bpouwypa gocnigHuka ana [ocnigkKyBaHoOro nikapcbKoro 3aco6y naseprtiHio (YH25448), sepcis 10
Big 09 ntotoro 2022 poky; IHopmauisa anAa naudieHTa Ta PopmMa iHhopmoBaHOi 3roau, moaenb AN
YkpaiHu, Bepcia 4.0 Big 14 kBiTHA 2022 poky (YKpaiHCbKOIO Ta pociiicbkolo moBamu); IHchopmauia gna
y4yacHuKiB Ta ®opma iHchopmoBaHoi 3rogu (MepexpecHe AOCNiIMKEHHS), MoAeNnb ANA YKpaiHu, Bepcia
4.0 Big 14 kBiTHA 2022 poKy (YKpaiHCbKOKO Ta pPOCIACbKOIO MOBamu) A0 MPOTOKOMY K/iHIYHOrO
pocnipkeHHsa «PaHgomizoBaHe, noggiiHe cnine pocnimpkeHHs dasm |l gns ouiHkm edekTMBHOCTI Ta
6e3MeyYyHOCTi Na3epTiHiGy B MOpPIBHSAHHI 3 reduiTiHIBoM 5K Tepanii meploi NiHii B MauieHTiB 3 MicLeBO-
nownpeHnm abo meTactaTU4HUM HeLPIGHOK/TITUHHMM PaKOM JIETEHIB 3 MyTaLi€r, WO CEHCUTU3YE peLenTop
enigepMasibHoro dhaktopa pocTy», koA gocnigxeHHs YH25448-301, sepcia 2 Big 03 BepecHs 2020 poky;
crnoHcop - Yuhan Corporation, Republic of Korea / FOxaH KopnopeliwH, Pecny6nika Kopes

3aaBHuK - TOB «MAPEKCE/ YkpaiHa»

12. OHoBneHa G6powypa gocnigHuka Ha Linzagolix (OBE2109), Bepcia 9.0 Big 6epe3Hs 2022 poky
aHrNifcbKo MOBOIO [0 NPOTOKO/Y K/iHIYHOTO focnigpkeHHs «[loagiiHe cnine, paH4oOMi30BaHe MOAOBXeEHe
JocnifpKeHHA 015 OLiHKN AOBroCTPOKOBOI e(DEKTUBHOCTI | 6€3NeYHOCTi NpenapaTy AiH3arosiikc y nauieHTokK 3
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60nem, NOB’A3aHUM 3 eHAOMETPIo30M», Kog, focimkeHHsA 19-OBE2109-006, sepcia 2.0 Big 25 cepnHa 2020
p.; cnoHcop - O6¢cEBa CA (ObsEva S.A.), LUseiiuapis )
3aaBHUK - TOBApUCTBO 3 0O6MeXeHOoI0 BignosifasibHICTIo «TABKOPT K/TIHIKANT AEBENOMNMEHT YKPAIHA»

13. bpouuypa gocnigHuka bemnepoigHa kucnota (ETC-1002), BugaHHa 17.0 Big 06 rpyaHa 2021 poky,
aHrniincbKo mMoBolo; [loaatkoBa iH(popmMOBaHa 3roga yyacHUKa Ha NMOBEPHEHHSA AOCAiAKYBaHOro
npenapary 3 AOMY y4yacHuKa, Bepcia V1.1UKR(uk)1.0 Big 20 ciuHa 2022 poky, nepeknaf yKpaiHCbKO0
MOBOIO Bifg 26 KBiTHA 2022 poky; AdopgaTtkoBa iHcpopmMoBaHa 3roga y4dacHMKa Ha MNOBEPHEHHA
[ocnipKyBaHOro npenaparty 3 AOMy y4dacHuka, Bepcis V1.1UKR(ru)l.0 Big 20 ciuHa 2022 poky,
nepeknapg, pociiicbKoo MOBOIO Bif, 26 KBiTHA 2022 poky; AoaaTkoBa iHhopMoBaHa 3roga A1 nayieHta
ANA 3a6e3neyeHHs HeBigKNagHMUX 3axo4iB y 3B’sI3Ky 3 BOEHHOIO arpecieto Pocilicbkoi Pegepauii Ha
TepuTopil YKkpaiHu, Bepcis V1.0UKR(uk) Big 10 TpaBHs 2022 poKy, nepeknaj yKpaiHCbKO MOBOIO Bif
12 TpaBHs 2022 poky; JopaTkoBa iHhopmoBaHa 3roaa A/1a nayieHTa ansa 3abe3neyeHHs HeBigKNagHNX
3axogiB y 3B’A3KY 3 BOEHHOW arpecieto Pociiicbkoi ®depepauii Ha Teputopii YkpaiHu, Bepcis
V1.0UKR(ru) Big 10 TpaBHa 2022 pokKy, nepeknap pociicbKolo MOBOW Big 12 TpaBHa 2022 poky;
Mpoueaypa BigaaneHoi Bepudikaulii gaHuUX y BunagKy Haa3BuuaniHoi cuTyauii, Bepcia 03 Big 21
BepecHs 2020 poky, aHrnilicbkoio MoBoto; Mpoueaypa BigaaneHoi Bepudiikayii gaHUX y BuUNagky
HaA3BMYaHOI cuTyauii, Bepcisa 03 Big 21 BepecHsA 2020 poKy, nepeknag yKpaiHCbKOIO MOBOIO Bif 26
ciuHa 2022 poKy; JIuCT CTOCOBHO 3a/lydeHHs noctadasibHuKa nocnyr «OmHiTpeiic Kopn», Big 16
rpygHAa 2021 poKy, aHrNiiCbKO MOBOK; JIUCT CTOCOBHO 3aJ/lydeHHs nocTavyas/ibHUKA Mocnyr
«OMHiITpenc Kopn», Big 16 rpyaHa 2021 poKy, nepeknaj yKpaiHCbKOK MOBOIO Bif, 27 ciuHA 2022 poKy;
IHcbopmauiiiHuiA GloneTeHb ANA NaUieHTIB, BugaHHA 21, Bepcia 1.0, rpyaeHb 2021 poky [VO1 UKR(uk)],
YKpaiHCbKOK MOBOLO; IHhopMauUiliHMi GloneTeHb ANA NauieHTiB, BugaHHa 21, Bepcia 1.0, rpypeHb
2021 poky [V01 UKR(ru)], pociiicbkoto MoBoOH; IHhopmauiliHuii GtonieTeHb ANA NauieHTiB, BUAAHHSA 22,
Bepcisa 1.0, rpyaeHb 2021 poky [VO1 UKR(uk)], ykpaiHCbKoOlo MoBOtO; IHhopMauiiHuii 6loneTeHb Ans
nauieHTiB, BupaHHAa 22, Bepcia 1.0, rpyaeHb 2021 poky [VO1l UKR(ru)], pociiicbkolo MOBO}O;
IHchbopmauiiiHuii GloneTeHb A8 NauieHTIB, BugaHHa 23, sepcia 1.0, rpyaeHb 2021 poky [V01 UKR(uk)],
YKpaiHCbKOI0 MOBOLO; IHhopMauiliHnii GloneTeHb ANA NaWieHTIB, BUgaHHa 23, Bepcia 1.0, rpypeHb
2021 poky [V01 UKR(ru)], pociiicbkol0 MOBOIO [0 NMPOTOKO/Y K/iHIYHOrO A0C/iAKEHHS «PaHaomizoBaHe,
noZgiiiHe cnine, nnaueb0-KOHTPO/IbOBaHe AOCAIMKEHHA ANS OUiHKK il 6emnenoigHol kucnotu (ETC-1002)
Ha NosIBY TSHKKUX CEPLEBO-CYAMHHUX SBULL Y MAUIEHTIB i3 CEpPLEBO-CYANHHOI XBOPO6OK abo 3 BWCOKUM
PU3MKOM Ti BWHMKHEHHS, SKi HE NepeHOCATb JIiKyBaHHA cTaTuHamu», Koh pocrnimkeHHs 1002-043, 3
iHKOpNopoBaHoo nonpaskoto 5 Big 24 BepecHa 2020 poky; cnoHcop - «EcnepioH Tepan'toTike, IHK.» (Esperion
Therapeutics, Inc.), CLLUA

3anBHWK - MNignpuemcTBo 3 100% iHo3eMHolo iHBecTULjeto «ANK'HOBIA P/C YkpaiHa»

14. IHchopmauiiiHnii IUCT NalieHTa CTOCOBHO Aili B yMoBax naHgeMii (Takoi sk COVID-19) aGo iHwwux
BaXIMBUX NOAIN, AKi BNAINBAOTb Ha yyacTb Y gocnimkeHHi [lHcopmauiiiHnii nuct pnsa yuyacHuka
KNiHIYHOrO BUNPOOGYBaHHA], Bepcia Ana YKpaiHn Big 26 6Gepe3HA 2022 poKy, YKpalHCbKOKO Ta
pOCiiCbKOIO MOBaMU [0 MPOTOKOJY KMiHIYHOro JocnimpkeHHs «PaHgomizoBaHe noggiviHe chine niauebo-
KOHTPO/IbOBaHe JOCNIMKEHHS 3 (ha3u 3 BUBYEHHS HABITOK/TAKCY B MOEAHAHHI 3 PYKCOJTiTUHIGOM MOPIBHSHO 3
PYKCONITMHIGOM y nauieHTiB i3 mienocibpo3om (TRANSFORM-1)», kog gocnigpkeHHs M16-191, sepcis 4.0 Big,
27 TpaBHsa 2021 poky; cnoHcop - «E66BI IHk», CLUA / AbbVie Inc., USA

3anBHUK - «E66BI BiothapmacstoTikan3 TM6X», LLBeliuapis

15. OHoBnEeHi po3ainu pocbe AocnifmKyBaHOro nikapcbkoro saco6y NN7415 (concizumab) (CMC
update): Po3gin 3.2.P.3 «Manufacture», Bepcis 2.0, piHanbHa, Bifg, 27 )xoBTHA 2021 (v.2.0, final, dated 27
Oct 2021); Pospgin 3.2.P.5 «Control of Drug Product», Bepcis 3.0, chiHanbHa, Big, 27 )oBTHA 2021 (v.3.0,
final, dated 27 Oct 2021); Pospgin 3.2.P.8 «Stability», Bepcis 5.0, chiHanbHa, Bif, 27 xoBTHA 2021 (v.5.0,
final, dated 27 Oct 2021); Po3ain 3.2.S.4 «Control of Drug Substance», Bepcia 5.0, piHanbHa, Big 13
cepnHsa 2021 (v.5.0, final, dated 13 Aug 2021); OHoBneHuit foaartok |, Bepcia 9.0, chiHanbHa, Big 8
nucronaga 2021 ao npotokony NN7415-4311, Bepcia 7.0, (piHanbHa, Big 18 uepBHs 2021 1,0 NPOTOKONY
KMIHIYHOTO pocnimkeHHs «EdekTuBHICTb Ta 6e3neka npoguisiakTMYHOro 3actocyBaHHS KoHuu3ymaly y
nauieHTiB 3 remodoinieto A un b, ycknagHeHoto iHribiTtopamm», kog gaocnimkeHHss NN7415-4311, dhiHanibHa
Bepcis 7.0 Big 18 uepBHA 2021 p.; cnoHcop - Novo Nordisk A/S (JaHis)

3asaBHUK - TOB «HoBo Hopgaick YkpaiHa»

16. Oopatok 1 Bif, 21.04.2022 p. po bpowypu gocnigHuka JNJ-40411813, BupgaHHa 10 Big 13.07.2021 p.
[0 NPOTOKO/Y KAiHIYHOTO AocnifpkeHHs «PaHAomizoBaHe, MoABiiiHe cnine, Maauebo-KOHTPO/IbOBaHe, B
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napanensHux rpynax, 6araToUeHTpoBe KiHiYHe BUNPOOYBaHHA AN15 OLiHKM eddeKTUBHOCTI, 6e3neyHocTi Ta
nepeHocumocTi JINJ-40411813, K L04ATKOBOrO NiKyBaHHS Y NauUieHTIB 3 CYAOMHUMU Hanagamu 3 hoKaIbHUM
noyaTtkoMm 3 HefOoCTaTHLOK BIAMOBIAAK Ha NeBeTVpaueTam», Kog gocnimkeHHs 40411813EPY2001, 3
nonpaskoto INT-1 Big 18.01.2021 p.; cnoHcop - « AHCCEH ®APMALIEBTUKA HB», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

17. KAR-009_YkpaiHa_OcHoBHa c¢popma iHchopmoBaHOi 3rogu_sepcia 4.2.0_sig 10 TpaBHA 2022 p.
YKpaiHCbKOIO Ta pociiicbkoto moBamu; LLkana PANSS, Bepcifa 1.1 Big 25 tTpaBHsa 2022 p. pociiicbKoo
MoBoto; Ckpuntu Bignosigeii CamCog Ta nepenik cnie VRM yKpaiHCbKOIO Ta POCiliCbKOl0O MOBamMu;
3miHa Micua npoBeAeHHA KNiHIYHOTO BUNPOOYBaHHA [0 MPOTOKONY KAIHIYHOTO  AOCAIAKEHHS
«PaHgomizoBaHe, noagiiHe cnine, nnauebo-KOHTPOsIbOBaHe GaraTouUeHTpoBe AochigkeHHA 3 dhasu, sike
NPOBOANTLCA Y NapasieslbHUX rpynax 3 MeTo OLiHKM echeKTUBHOCTI Ta 6e3nekun npenapaty KarXT y gopocnnx
nawieHTiB 3 Wn3odpeHieto 3a kputepiamm DSM-5, rocnitaslizoBaHmx 3 FOCTPUM MCUXOTUYHUM PO3/1a0M», KO/,
pocnipkeHHs KAR-009, Bepcisa 1.2 Big 09 cepnHsa 2021 p.; cnoHcop - Karuna Therapeutics Inc., United States
(CwA)

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYJIO

CTAJIO

4.M.H. Mopos C.M.

KomyHasibHe nignpuemcTBo  «[HIMPONEeTPOBChLKa
o6nacHa kniHiyHa nikapHsa iM. LI. MeuHukoBa»
[HinponeTpoBCbLKOi 06/1aCHOI pagu», 061aCHNIA
LEeHTP TMCUXOCOMATMYHUX po3nagiB Ha 6asi
NCUXOHEBPOIOTIYHOro BiaaineHHsA, M. [IHIiNpo

4.M.H. Mopos C.M.

KomyHasibHe  nignpuemcTBo  «[HIMponeTpoBChka
GaratonpodyiibHa KNiHiYHA NikapHA 3 HagaHHA
ncuxiaTpuyHoi agonomoru» [HiNponeTpoBCbKOl
o6nacHoi pagu», MNcnxocoMaTUUHU LEHTP,
M. [Hinpo

18. Bpouwypa gocnigHuka npenapaty KcrtaHgi (enzalutamide MDV3100), Bepcis 13.0 Big 09 kBiTHA 2022
p., aHINIACbKOIDO MOBOK [0 MPOTOKONY KAiHiYHOro pochigkeHHs «TALAPRO-3: PAHOOMI3OBAHE,
I'IO,EI,BII7IHE Cnne AOCNIOKEHHA ®A3M 3, WO MPOBOOUNTBLCA 3 METOK TMOPIBHAHHA
TANA3O0MAPUBY B KOMBIHALLIT 3 EH3ANTYTAMIAOM TA M/IALEBO B KOMBIHALIIT 3 EH3ANTYTAMIZOM
Y YONOBIKIB 13 METACTATUYH/M TOPMOHOUYYT/IMBUM PAKOM MEPEAMIXYPOBOI 3AN03M 3
MYTALIEK rEHA DDR», ko gocnimpxkeHHs C3441052, octaTouHa pefakLis npoTokony 3 nonpaskoto 1 Big 20
BepecHsi 2021 p.; cnoHcop - Mdaiizep IHK., CLLUA

3anBHuK - Mgpansep IHk., CLUA

19. 3miHa BignoBiganbLHOro focnigHUKa B MicLi NnpoBeAeHHs BUNPOOYBAHHA [0 NPOTOKOY KAiHIYHOrO
AocnimpkeHHs «<PaHgomizoBaHe, noAgiiHe ciine gocnimpkeHHs dasun 3 415 OUiHKK XiMioTepanii npenaparamm
Ha OCHOBI NIATUHM Y KOMOGiHauji 3 npenapatom INCMGAO00012 a6o 6e3 Hb0ro B SAKOCTI Tepanii nepLuot AiHil
npy MeTacTaTUYHOMY M/IOCKOK/NITUHHOMY | HEMnAOCKOKNITUHHOMY HeApiGHOKNITUHHOMY paky JereHis
(POD1UM-304)», kog pocnimkeHHss INCMGA 0012-304, sepcis 2 3 iHKopnoposaHoto nornpaskoto 1 Big 16
rpyaHa 2021 poky; cnoHcop - Incyte Corporation, United States

3asBHUK - MNignpremcTso 3 100% iHo3eMHOK iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

BY/NO
3aB. Bifg. Ko63ses O.l.
KomyHasibHe HekomepLUiiHe nignpMeEMCTBO
«O6nacHuii  LEeHTpP  OHKONOrii», OHKOXIpypriyHe
BiAZlINEHHS OpraHiB rpyAHO1 NOPOXHMHKU, M. XapkiB

CTANO

nikap /leoHosa B.B.

KomyHasnbHe HekomepLUiiHe nignprMeMCcTBO
«O6nacHUiA  LEeHTP  OHKOOrii», OHKOXIpypriyHe
BiAJlINEHHS OpraHiB rpyaHoT NOPOXHUHKU, M. XapkiB

20. ACE-536-MDS-002, IHchopmauisa gnsa nadieHTta i oopma iHpopmoBaHOI 3rogun aHrNificbKoo MOBOLO
Ansa YKpaiHu, Bepcis 6.2 Big 10 TpaBHA 2022 p.; ACE-536-MDS-002, IHchopmauia gna nauieHta i oopma
iHbopMOBaHOI 3rogun yKpaiHCbKOK MOBOLO A1 YKpaiHu, Bepcia 6.2 Big 10 TpaBHA 2022 p.; ACE-536-
MDS-002, IHchopmauia ana naudieHTa i popma iHhopMoBaHOI 3roaun pociicbKO MOBOIO A1s YKpaiHu,
Bepcia 6.2 Big 10 TpaBHA 2022 p. A0 NPOTOKOMY KAiHIYHOrO AOCAIMKEHHSA «BigkpuTe, paHgoMizoBaHe
pocnimpkeHHs ®asn 3 A4ns NopiBHAHHA edhekTMBHOCTI Ta 6e3neyvHoCTi npenapaTy nycnarepuent (ACE-536) Ta
enoeTuHy anbda ansa NikyBaHHA aHeMii, CpudMHeHoi MienogucnnactuyHumm cuHgpomamu (MAC) 3 gyxe
HU3bKUM, HU3bKMM ab0 NPOMDKHWM piBHEM pu3uKy 3a IPSS-R, y nauieHTiB, SKi paHiwe He oTpumyBan
CTUMYJIATOPU epuTponoesy Ta MNoTPebyloTb MNepenuBaHHA eputpouuTiB», Koh pocnimkeHHs ACE-536-



MDS-002, nonpaBka 4.0 Big 31 6epe3Hs 2022 p.; cnoHcop - Celgene Corporation, USA/ CengxeH
KopnopeliwH, CLUA

3aaBHUK - ToBapmncTBo 3 OBMexeHo BianosigasbHICTIo «KOHTpakTHO-A40CNiAHULbKA opraHisaLis IHHo®apMm-
YkpaiHa»

21. bpowypa gocnigHuKa gocnigKyBaHOro Jlikapcbkoro 3acooy SB12, Bepcis 2.3 Big 12 kBiTHA 2022
POKy, aHr/iiCbKOK MOBOK [0 MPOTOKO/TY KAIHIYHOIO JOChimKeHHS «PaHgomizoBaHe, nogsiliHe chine,
GaraToLEeHTpoBe AocnimKeHHs dpasun Il 3 MeTo NOPIBHAHHA e(pekTUBHOCTI, 6€3NeYHOCTIi, hapMakoKiHETUKM
Ta iMyHOreHHocTi npenapaty SB12 (3anponoHoBaHOro 6ioaHasnora ekynisymaby) i npenapaty Conipic® y
nawieHTiB 3 NapoKCM3MaslbHOK HiYHOI reMornobiHypieto», koa aocnimkeHHs SB12-3003, Bepcis 6.0 Big 27
nunctonaga 2020 poky; cnoHcop - «CamcyHr baioenic Ko., /iIta.», Pecny6nika Kopes (Samsung Bioepis Co.,
Ltd., Republic of Korea)

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

22. 3miHa BignoBiganbHOro gocnigHUKa B Micui npoBeAeHHs1 BUNPOOYBaHHA [0 NPOTOKO/Y K/iHIYHOIO
BMNpPOByBaHHA «JocnimpkeHHs ha3m 3 s ouiHku MoHoTepanii 3umoepenima6om (AB122) nopiBHAHO 3i
CTaHAapTHOI XiMioTepanieto abo kombiHaLieto 3umbepenimaba i npenapaty AB154 B sikocTi Tepanii nepLioi
NiHii PD-L1-n03nTUBHOTO, MiCLLEBO-NOLLUMPEHOI0 abo MeTacTaTUYHOro HeApPiGHOKNITUHHOTO paKy /IEreHiB», Ko,
pocnipkeHHss ARC-10, Bepcis 2.0 Big 18 nuctonaga 2020 poky; cnoHcop - Arcus Biosciences, Inc., United
States

3anBHWK - MignpuemcTBo 3 100% iHo3eMHolo iHBecTULie0 «ANK IOBIA PAC YkpaiHa»

BYNO

CTAJIO

3aB. Big. Ko63es O.l.

KomyHasbHe HekomepUiiHe NigNPUEMCTBO
«O6nacHUii  LEeHTP  OHKONOrii»,  OHKOXipypriyHe
BifAi/IEHHS OpraHis rpyAHOT NOPOXHUHK, M. XapKiB

nikap /leoHosa B.B.

KomyHasbHe HekomepLUiiHe NigNPUEMCTBO
«O6nacHUiA  LEeHTP  OHKOJOrii»,  OHKOXIpypriyHe
BifAi/IEHHS OpraHiB rpyAHOT NOPOXHUHK, M. XapKiB

23. 3miHa BignoBiganbHOro gocnigHUKa B Micui npoBefeHHs1 BUNPOOYBaHHA [0 NPOTOKO/Y K/iHIYHOIO
JocnipkeHHs «PaHpomi3oBaHe, BigKpuTe AOCAIMKEHHS ddasu 3 i3 BMBYEHHS iH'EKLIAHOrO NinocomasibHOro
ipuHoTekaHy (OHIBAW/®) NOpiBHAHO 3 TOMOTEKAHOM Y NALJEHTIB i3 APIGHOKAITUHHAM PakoM nereHi, aKkuii
nporpecysaB nig 4Yac abo nicns Tepanii NepLioi NiHii Ha OCHOBI NpenapaTiB MaTVHW», KoL, AOCAIIKEHHS

MM-398-01-03-04, Bepcisi 8.0 Big 07 xoBTHs1 2021 poky; cnoHcop - Ipsen Bioscience Inc., CLUA
3asaBHUK - MignpnemctBo 3 100% iHo3eMHOto iHBecTuuieo «AVK'HOBIA PAC YkpaiHa»

BYJIO

CTAJIO

3aB. Big. Ko63es O.l.

KomyHanbHe HekoMepLiiHe nigNnpUeEMCTBO
«O6nacHUA  LEeHTP  OHKOJOrii», OHKOXIpypriyHe
BiAAiNEHHS1 OpraHiB rpyAHOT MOPOXHUHN, M. XapKiB

nikap leoHosa B.B.

KomyHasibHe HekoMepLiHe nigNnpUeEMCTBO
«O6MacHUn  LUEeHTP  OHKOJOrii»,  OHKOXIpypriuHe
BiAZINEHHS OpraHiB rpyAHOT MOPOXHUHK, M. XapKiB

24. fopatok Ao MNnaHy cCTaTUCTUYHOIO aHanNi3y — CNOCTEPEXEHHS 3araJibHOro BMXXUBaHHA, BUgaHHA 2.0
Bif 03 TpaBHsA 2022 poKy, aHINiAICbKOKO MOBOIO [0 NPOTOKOY KAIHIYHOTO AocnimpkeHHs «PaHgomizoBaHe,
noagiiHe cnine, 6arato-LeHTpoBe gocnimkeHHs Il ha3u, sKke NpoBOAUTLCA B NapasieNbHNUX rpynax, 3 MeTo
MOPIBHAHHA eeKTUBHOCTI Ta nepeHocuMmocTi npenapatis ®ynsecTtpaHT (PA3JIOAEKC™) 500Mr i
AHacTtposon (APVMIOEKC™) 1mr y $KOCTi FOpMOHasIbHOI Tepanii npyv MiCLeBO nowmpeHomy abo
MeTacTaTUYHOMY paky T[pyAHOI 3a103X 3 MO3UTUBHWMW TFOPMOHANBHYMMK  pelentopamMu Yy XIHOK Yy
nocTMeHonaya3i, ski nonepegHb0 He OTPUMyBaM Oyab-sKOi ropMmoHanbHOT Tepanii (PA/IKOH [FALCON] )»,
Koa pocnimkeHHss D699BC00001, suaaHHA 6 Big 17 rpyaHs 2021 poky; crnoHcop - “AcTtpa3eHeka Ab”
(AstraZeneca AB), LLBseujs

3asBHYK - MignpremcTBo 3 100% iHo3eMHoto iHBecTuLjeto «ANK'HOBIA PAC YkpaiHa»

25. OHoBneHWii NPOTOKOJ KhiHiUHOrOo BunpooyBaHHA MK-3475-365, Bepcia 3 iHKOpnopoBaHOO
nonpaBkoto 12 Big 29 Gepe3Hs 2022 poky, aHrMiNCbKOK MOBOIO; IHthopmauis Ta AOKYMEHT Mpo
iHhopMoBaHy 3roay ANA nauieHTa, YkpaiHa, MK-3475-365, Bepcisa 1.01 Big 02 TpaBHA 2022 p.,
yKpaiHCbKOI0 MOBOIO; IH(hopmMauia Ta AOKYyMeHT npo iHchopMoBaHy 3roay AN nauieHTa, YKpaiHa,



MK-3475-365, Bepcia 1.01 Big 02 TpaBHA 2022 p., pocilficbkol0 MOBOIO; IHpOpMaLifiHNIA NUCTOK i
LOKYMEHT NMpo iHpopmMoBaHy 3rofy Ha MaillGyTHe GiomeauuHe AocnigKeHHs, YKkpaiHa, MK-3475-365,
Bepcia 01 Big 02 TpaBHA 2022 p. yKpaiHCbKO MOBOW; IHhopmauiiiHMiA NINCTOK i [OKYMEHT npo
iHhopmoBaHy 3rogy Ha MaiibyTHE GiomeauuHe AocnimKeHHs, YKpaiHa, MK-3475-365, Bepcis 01 Big 02
TpaBHA 2022 p. POCIACbKOID MOBOI [0 NPOTOKOJY K/HIYHOTO JocnimkeHHsA «JocnimpkeHHs Ib/ll dhasm
Kkomb6iHOBaHOI Tepanii 3 nem6Gponisymadoom (MK-3475) npu nikyBaHHi MeTacTaTM4HOrO KacTpauiiHo-
PEe3MCTEHTHOTO paky nepegmixypoBoi 3as103u (MKPPIM3) (KEYNOTE-365)», kog gocnimxeHHs MK-3475-365,
Bepcisa 3 iHkoprnoposaHoto nonpaskoto 10 Big 30 cepnHa 2021 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.»,
AodvipHe nianpmemcTtBo «Mepk EHg Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co.,
Inc., USA)

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

26. OHOB/IEHUIA NPOTOKON KNiHiYHOro BUNpoGyBaHHs, Bepcisa 11 (Koropta C) Big 17 ntotoro 2022 p.;
dopma iHpopMoOBaHOI 3rogn AnA nauieHTiB Kkoroptu C, Bepcia 5.0 Ana YkpaiHW yKpaiHCbKOKO Ta
pociiicbkoto moBamu Big 11 kBiTHA 2022 p. Ha ocHOBi MogenbHOI hopmu iHhopMoBaHOI 3roaun Ans
nauieHTiB koroptun C, Bepcis 6 Big 18 ntoTtoro 2022 p.; AogaBaHHA Pe3tome pe3ynbTtaTtiB K/iHiUHOro
BUNPOGYBaHHA Bif, rpyaHAa 2021 p. yKpaiHCbKOIO Ta pociicbkolo MoBamMu; JlogaBaHHA JlucTa-nogsakv
y4YaCHUKY AOCNIMKEHHA YKPAIHCbLKOK Ta POCifiCbKOO MOBaMu [0 MPOTOKO/Y KAIHIYHOTO AOC/iAKEHHS
«[lMogBiiHe cnine nnaueb0o-kOHTPONbOBaHe paHgomizoBaHe asu Il gocnimxeHHs inaTtacepTidy y koMmbGiHaL,i
3 naksiTakcesioM B SKOCTI /likyBaHHA A/151 NAUIEHTIB 3 reHHUMKU nopyleHHamn PIK3CA/AKT1/PTEN B rpyni
MiCLLeBOMOLLUMPEHOro abo MeTacTaTUYHOro, NOTPINHO-HEraTUBHOMO Paky MO/IOHYHOT 3a1031 a60 B rpymni rOPMOH-
no3uTneBHoro, HER2-HeraTMBHOro paky Mono4YHol 3as1031», Koa gocnimkeHHss CO40016, Bepcis 10 (KoropTa
C) Big 09 ntotoro 2021 p.; cnoHcop - ®.XoddmaHH-M1a Pow /14 (LLBenuapis)

3aaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BifNoBiAa/IbHICTIO «PoL YKpaiHa»

27. OHOB/IEHUIA NPOTOKON KNiHIYHOrO BUNPOGYBaHHA, Bepcia 3 Big 23 nwToro 2022 p.; OHoBNEeHa
®dopma iHpopmMoBaHOi 3rogun, Bepcia 4.0 gna YKpaiHM YKpaiHCbKOK Ta pocilicbkolo moBamu Big 21
KBiTHA 2022 p. Ha ocHoBi maiicTep-Bepcii popmu iHchopmoBaHoi 3roam ana gocnimkeHHa W042633,
Bepcia 4 Big 23 ntotoro 2022 p.; dopma iHhopMoBaHOT 3roan NpeckpuHiHry, sepcis 1.0 ana YkpaiHu
YKpaiHCbKOIO Ta pocilicbkolo MoBamu, Big 21 kBiTHA 2022p. Ha ocHOBi MopgenbHoi chopmu
iHcbopMoOBaHOI 3roan NPecKpUuHiHry ana pgocnigpkeHHa WO042633, Bepcisa 1 Big 23 nwoTtoro 2022 p.;
OHoBneHa KapTka naujieHTa-yuyacHuka gocnimpxkeHHsa WO042633, Bepcia 3.1, Big 11 kBiTHA 2022 p.,
YKpaiHCbKOID Ta pocCilicbkolo MoBamu; IHopmauiiiHuii GlonleTeEHb A1 YYAaCHUKIB [OCHigKEeHHA
WO042633; Bunyck 1, Big ntotoro 2022 pokKy yKpaiHCbKO Ta pociiicbkolo MoBaMu; Bigeo ans nayieHTiB
i3 3aranbHolo iH(hopmauieto wopao gocnimkeHHA «KACTEPAHIA» ykpalHCbLKOLO Ta pOCilicbKOK MOBaMU;
IHhopmauiviHa nucTiBka 11/2021 M-CH-00001462 Ta 11/2021 M-CH-00001475 wopo popatky Ans
nauieHTiB XBOPUX Ha paK MOJIOUHOI 3as1031 Focus Me, yKpaiHCbKOKO MOBOIO [10 MPOTOKO/Y KAiHIYHOro
JocnigxeHHs «PaHaoMi3oBaHe, noAgiiHe chine, nnaueb0-koOHTPOoIboBaHe AocnimkeHHs hasu Il 4ns ouiHku
eheKkTMBHOCTI Ta 06e3neyHoOCTi af'toBaHTHOI Tepanii aresoslisymaéom ab6o nnauebo y KombiHauil 3
TpacTy3ymaGom eMTaHCMHOM Y NMauyieHTiB i3 HER2-N03UTUBHMM pakom MOJIOYHOT 3a/1031 3 BUCOKMM PU3UKOM
peunamBy nicns nepegonepauinHoil Tepanii», kog gocnimpkeHHs W042633, sepcis 2 Big 11 cepnHa 2021 p.;
cnoHcop - ®.XodhdmaHH-/19 Pow NTa, Wseliyapis

3asBHUK - TOBApUCTBO 3 0OMEXEHOLO BiANOBIAa/bHICTIO «PoL YKpaiHa»

28. OHoBneHuii MpoTokon KNiHiYHOro gocnigkeHHs, Bepcis 3 nonpaskoto 2.0 Big 07 rpyaHs 2021 poky
aHrNiicbKo MOBOIO; BK/IlOUEHHS [0[aTKOBOro Kogy KiiHiYHOro Bunpo6yBaHHA «AdvanTIG-302»;
Bpolwypa gocnigHuka gocnigkyBaHoro nikapcbkoro 3acooy Tucnenisyma6l/Tislelizumab (BGB-A317),
Bepcis 9.0 Big 20 xxoBTHA 2021 poKy aHrnificbkol MoBOIO; Bpolypa gocnigHuka gocnigKysaHoOro
nikapcbkoro 3aco6y Ouunepnima6/Ociperlimab (BGB-A1217), Bepcis 3.0 Big 19 nuctonaga 2021 poky
aHrnificbkoo MoBoOIO; IHhopmaLiiiHMIA NMCTOK nNauieHTa Ta popma iHhopMmoBaHOi 3roau, Bepcis 2.0
ANA YKpaiuu Big 09 notoro 2022 poKy yKpaiHCbKOIO Ta pocilicbKoio moBamMu; IHchopmaviiiHuiA INCTOK
nauieHTa Ta popma iHhopMoBaHOi 3roan Ha NPOXOMKEHHS NonepeaHbLOro CKPUHiHry, Bepcisa 2.0 ana
YKpaiHu Big, 27 rpygHAa 2021 poKy YKpPaiHCbKOK Ta pociiicbkoro moBamu; IHcopmauniiiHuii nnNcTok
nadieHta Ta ¢opma iHcopMOBaHOI 3roau: MNPOAOBXEHHA JIiKyBaHHA MNpU NpPOrpecyBaHHi
3axBOplOBaHHA, Bepcia 2.0 gna YkpaiHu Big 09 niotoro 2022 poKy YKpaiHCbKOK Ta POCIiACbKOIO
moBamu; IHhopmauiiiHMii NUCTOK nauieHTa Ta dopma iHhopmMOBaHOI 3rogu Ha AopjaTKoBUiA 36ip
3paskiB, Bepcisa 2.0 ana YkpaiHu Big 09 notoro 2022 poKy yKpaiHCbKOK Ta pPOCiliCbKOK MoBamu;
IHpopmauiiiHuiA nucToK nauieHTa Ta Qopma iHcopMoBaHOI 3roan Ha pAoaartkoBe 36epiraHHs
GionoriuHMx 3paskiB Ta iX BUKOPUCTAHHA B MaiiGyTHiX gocnimpkeHHsX, Bepcia 1.0 ana YkpaiHu Big 09
motoro 2022 poKy YKpaiHCbKOK Ta pocilicbkoo moBamu; IHcopmauiiHuii NMCTOK Ta dopma
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iHhopMoOBaHOI 3rogun BariTHOI NApPTHEPKU YYaCHUKa HAyKOBOTO AOC/iMKEeHHA, Bepcia 2.0 Ana YkpaiHu
Big 09 niotoro 2022 pokKy yKpaiHCbKOI Ta POCifiCbKOI MOBaMWu; ONUTYBaJIbHUK «3arajibHa OLiHKa
TSDKKOCTI 3axBoproBaHHA nauieHTom (PGI-S)», Bepcia 1.0 Big 13 ciuHA 2022 poKy YKpaiHCbKOK Ta
pociiicbkolo moBaMu; ONUTYBa/IbHUK «OLiHKa Mali€eHTOM HaBaHTaXXEHHSA, 3yMOBJ/IEHOTO MOGIYHMMU
ecpekTamm yepes nposegeHHs Tepanii» (PRTSE), Bepcis 1.0 Big 13 ciuHa 2022 poKy yKpaiHCbKOIO Ta
pociiicbkoto moBamu; IHPEKLIIA COVID-19 TA BGB-A1217 i Tucnenisyma6/Tislelizumab (BGB-A317):
OLIHKA PU3UNKY/KOPUCTI, Bepcia 1.0 Big 13 cepnHa 2021 poky aHrailicbkoro moBoto; KepiBHULTBO
ans pocnigHuka ana COVID-19. JocnipxeHHa BGB-A317-A1217-302, mikHapoaHa Bepcis 2 Big 13
cepnHaA 2021 pokKy aHrNiCbKOK MOBOIO [0 MPOTOKO/1Y K/IHIYHOrO AOCIMKEHHS «PaHaoMi3oBaHe noAgiliHe
cnine gocnipkeHHsa asn 3 npenapaty BGB-A1217, aHtuTina go TIGIT, y noeaHaHHi 3 Tucnenisaymaéom
NOPIBHAHO 3 NEMOPOI3yMaboM y NaLjieHTIB i3 paHille HeniKkoBaHUM, MICLLEBONOLLUMPEHUM, HeonepadeibHUM
abo MeTacTaTMYHMM HeApiGHOKNITUHHUM pakoMm fiereHb i3 BMbpaHum cTtaTycom ekcnpecii PD-L1», kopg
pocnipkeHHsa BGB-A317-A1217-302, 3 nonpaskoto 1.0 Big 23 rpyaHsa 2020 poky; cnoHcop - BeiGene, Ltd. c/o
BeiGene USA, Inc., CLLA

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



