Jopartok 1

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne11 Big 09.06.2022,
HTP Ne17 Big 09.06.2022, Ha siki 6y/i1 oTpUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «<MixHapogHe, 6araToLeHTpoBe, paHAOMi30BaHe, NoABiliHe cine, nnaueb0-KOHTPONbOBaHE, AOCNIAKEHHS
dasn Il QypBanymaby pa3om i3 JomBaHasiima6om (AB154) y yyacHUKIB i3 MICLLEBO PO3MOBCHIKEHNM
Heonepab6esibHUM, HeApPIOHOKNITMHHMM pakom nereHb Il cTagii, una xBopoba He nporpecyBasna nicns
AeiHITMBHOI ogHoYacHOT nnaTUHOBMICHOT XimionpomeHeBoi Tepanii (PACIFIC-8)», kop AOCNimAKEHHS
D9075C00001, sepcis 2.0 Big 08 nuctonaga 2021 poky, cnoHcop - AstraZeneca AB, Sweden

dasza - Il

3asBHUK - TOB «ACTPA3EHEKA YKPAIHA»

Ne MN.1.B. BignoBigabHOro [OCNIAHNKE,

n/n Ha3Ba Micus NpoBeAeHHSA K/iHIYHOro BUNPOGYBaHHS

1. | nikap 3y6 O.B.

KomyHanbHe HekomepLiiiHe MiagnpueMcTBO «UYepHIriBCbKUA MeAUYHWIA LIeHTP Cy4acHOi OHKOMIOriT»
YepHiriscbkoi 061acHoi paau, BigaiIeHHs KNiHIYHOT OHKONOrIT Ta riHekoorii, M. YepHiris

2. | nikap Wmura O.1O.

MeguuHnii LeHTp «YHiBepcasibHa KniHika «O6epir» ToBapucTBa 3 0OMEXEHOH BifnoBigasibHICTIO
«KanuTan», KNiHiko-KoHCY/IbTaTUBHE BiffiNeHHsa, M. Kuis

3. | A.M.H., npocp. AyaHiveHko O.C.

[JepxaBHa ycTaHoBa «IHCTUTYT 3ara/ibHOT Ta HEBIgKNaAHOI Xipyprii imeHi B.T. 3aiiueBa HauioHasibHOT
akagemii MegnyHNX HayK YKpaiHu», BigAiIeHHS THIAHOT Xipyprii Ha 25 NibKOK 3 nanaTor iHTEHCUBHOI
Tepanii Ha 6 KoK, XapkiBCbka MefiMyHa akafemisa nicnagnnaomMmHol ocBiTH, Kadeapa oHkonorii Ta
ANTSAYOT OHKOOTIT, M. XapkiB

4. | ron. nikap Kpynbko C.1.

MeanYHWIA LeHTP TOBapMCTBa 3 0OMEXEHOI0 BiAMNOBILa/TLHICTIO «YKPAIHCLKNIA LLEeHTP ToMOoTepanii»,
BigAineHHs ximiotepanii, M. KponuBHULbKWIA

2. MaTtepianu gns nauieHTiB Ta 6aTbKiB NauieHTiB: MepekngHuii 6yknet gocnigpkeHHs NEOS (Informed
Assent Flip Chart), Bepcisa 2.0 Big 10 cepnHa 2021 poky (nepeknageHo 11 cepnHa 2021 poky),
YKpaiHCbKOIO Ta pociiicbkolo moBamu; MepeknpgHuii 6yknet gocnipkeHHa NEOS (Informed Consent
Flip Chart), Bepcia 2.0 Big 10 cepnHsa 2021 poky (nepeknageHo 11 cepnHa 2021 poKy), YKPaiHCbKOIO
MoBolto; MepekngHunii 6yknet gocnipkeHHa NEOS (Informed Consent Flip Chart), Bepcisa 2.0 Big 11
cepnHa 2021 poky (nepeknageHo 11 cepnHsa 2021 poKy), pociiicbKkolo MOBOIO; CyoTUTPY A0 Bigeo «HK
npuiimatu gocnigpxysaHi npenapatu» (NEOS How to Take Your Study Medication Video), Bepcisa 1.0
BiA 21 TpaBHA 2021 poKy, YKpaiHCbKOK Ta pociiicbkolo moBamu; BeGcaiit gocnigpkeHHs NEOS
(Website), ABTopcbke npaBo 2021, Bepcis 2.0, yKpaiHCbKOI Ta pocilicbkoo moBamu; CyoTuTpu Ao
Bigeo «Po3ymMiHHA aocnigxeHHA» (NEOS Understanding Your Study Video), Bepcia 2.0 Big 10 cepnHs
2021 poky, ykpaiHCbKOK Ta pocilicbkoto moBamu; MocTtep (Recruitment Poster), Bepcis 1.0 Big 20
KBiTHA 2021 poky (nepeknageHo 15 uepBHA 2021 poKy), YKpaiHCbKOIO Ta pociiicbKolo moBamu; Bykner
«lUWlo Take pocnigmkeHHA NEOS» (Study Intro Multifold), Bepcia 2.0 Big 10 cepnHa 2021 poky
(nepeknageHo 11 cepnHsa 2021 poKy), YKPAiHCbKOIO Ta pociiicbkolo moBamMu; CyMKa /1S NauieHTIB;
KHuxkka «LLo Take PC i gocnigpxeHHs NEOS» ansa nianitkiB Bikom Big 10 ao 17 pokis (Understanding MS
and NEOS Study), Bepcia 1.0 Big 22 kBiTHA 2021 poky (nepeknageHo 15 4yepBHA 2021 poOKy),
YKpPaiHCbKOIO Ta pociiicbKoto moBamu; KHuxKa «LLLo Take KNiHiYHiI gocnigpkeHHa» Ana giteii Bikom Big, 7
Bbo 12 pokis (Understanding Clinical Trials 7-12yo0), Bepcis 1.0 Big 10 uepBHA 2020 poky (nepeknageHo
21 kBiTHA 2021 poKy), YKpaiHCbKOKW Ta pociicbkolo MoBamu; KHumkKa «Lo Take KiiHiuHi
BUNPOOYBaHHsA» Ansa nignitkie Bikom Big, 13-17 pokiB (Understanding Clinical Trials 13-17yo0), Bepcis
1.0 Big 09 nunHsa 2020 poky (nepeknageHo 15 kBiTHA 2021 poKy), yKpaiHCbKOIO Ta POCilicbKO0 MOBaMu;
Bpowypa gocnigHnka OMB157 (Ofatumumab), BugaHHa 15 (Autoimmune Diseases) Big 11 nuctonaga
2021 poky; Cekuia 4.2.3.3 Jocbe aocnigxyBaHoOro nikapcbkoro sacooy Ofatumumab /| OMB157G
(multiple sclerosis): «<Bnnue Ha noguHy», Bepcia 005 Big 11 nuctonaga 2021 poky; IHchopmauiiiHunii
nncTok i popma 3rogn Ansl yYaCcHUKIB, IKMM BUMNOBHIOETLCA 18 pokiB nig yac pocnimkeHHs. Ne
npotokony CBAF312D2301, Bepcia V00.02UKR(uk)1.0 Big, 20 ciuHsa 2022 p. (Mepeknap BUKOHAHO: 8
noToro 2022 p.), ykpaiHCbKO MOBOIO; IHchopmauiiiHuiA IMCToK | hopma 3rogn Ans y4aCHUKIB, AKUM
BUMOBHIOETLCA 18 pokKiB nig 4yac pocnimkeHHss 3a npotokosiom Ne CBAF312D2301, Bepcis
V00.02UKR(ru)1.0 Big, 20 ciuHa 2022 p. (Mepeknag BUKOHAHO: 8 ntoToro 2022 p.), pocilicbkolo MOBOIO;
IHcbopmauiiiHuiA NMCTOK | hopMa 3roaM HENOBHOJMITHLOT AUTUHU ANA AiTei BikoM Big, 14 o 18 pokiB Ha



MOMEHT NpoBeAeHHA AocnifpKeHHA 3a npoTtokonom Ne CBAF312D2301, Bepcia V00.02UKR(uk)1.0 Big
20 ciuHA 2022 p. (Mepeknag BUKOHaHO: 26 TpaBHA 2022 p.), yKpaiHCbKOIO MOBOLO; IHchopMaviiiHuii
NMcToK i dpopma 3roan HEeNnOBHOJIITHLOI AUTUHU ANA AiTel Bikom Big 14 Ao 18 pokiB Ha MOMEHT
npoBefeHHs gocnipkeHHA 3a npoTtokonioMm Ne CBAF312D2301, Bepcia V00.02UKR(ru)1.0 Big 20 ciuHA
2022 p. (Mepeknag BuMKOHaHO: 26 TpaBHA 2022 p.), pociiicbkolo MOBOW; IHhopmaLiiiHuii NUCTOK i
thopma 3rogm ManoniTHLOI AUTUHU BiKOM Bif 12 0,0 14 poKiB HA MOMEHT NpoBeAEeHHS AOCNIMKEHHSA 3a
npoTtokosiom Ne CBAF312D2301, Bepcis V00.02UKR(uk)1.0 Big 20 ciuHa 2022 p. (Mepeknan BUKOHAHO:
07 notoro 2022 p.), ykpaiHCbKOI0 MOBO1O; IHhopmaLiiiHMii NNCTOK | hopMa 3roan Mas1oNiTHLOT AUTUHM
BiKOM Big 12 0o 14 poKiB Ha MOMEHT NPOBeAEHHA [OCANigKeHHA 3a npoTokosiom Ne CBAF312D2301,
Bepcia V00.02UKR(ru)1.0 Big 20 ciunsa 2022 p. (Mepeknag BukoHaHo: 07 notoro 2022 p.), pociiicbKoro
MoBOI0; IHthopmauiiiHWii NNCTOK i hopma 3roan MasnonliTHLOI AUTUHU BiKOM Big 10 Ao 12 pokiB Ha
MOMEHT NpoBeAeHHA AocnigpKeHHA 3a npoTokonom Ne CBAF312D2301, Bepcia V00.01UKR(uk)1.0 Big
20 ciuHa 2022 p. (Nepeknag BuMKOHaHO: 07 ntotoro 2022 p.), yKpaiHCbKO MOBOIO; IHpopmaLiiHMiA
nuctok i hopma 3rogmu MasnoniTHbLOI AUTUHU Bikom Big 10 A0 12 pokiB HA MOMEHT NpoBefEeHHS
pocnipkeHHs 3a npotokosom Ne CBAF312D2301, Bepcia V00.01UKR(ru)1.0 Big 20 ciuHa 2022 p.
(Mepeknap BukoHaHo: 07 ntotoro 2022 p.), pociiicbKolo MoBo1o; IHhopmaLiiiHMii NNCTOK | popma 3roau
Ana 6atbkiB. NMpotokon Ne CBAF312D2301, Bepcia V00.02UKR(uk)1.0 Big, 20 ciuna 2022 p. (Mepeknag
BMKOHaHO: 8 ntoTtoro 2022 p.), yKkpaiHCbKO MOBOIO; IH(popmauiiiHMiA nucToK i chopma 3rogn ans
G6artbkiB. MpoTtokon Ne CBAF312D2301, Bepcia V00.02UKR(ru)1.0 Big 20 ciuna 2022 p. (Mepeknapg,
BMKOHaHO: 8 ntotoro 2022 p.), pociicbkol0 MOBOIO; BK/IlOUEHHA A0AATKOBUX MiCLb NMPOBeAEHHS
KMiHIYHOTrO BUMPOOGYBaHHA [0 MPOTOKO/Y K/IHIYHOMO AOCAIIKEHHA «2-piyHe, paHOoMi3oBaHe, noasiliHe
cnine AOCAIMKEHHSA BiACYTHOCTI MEHLLOT edeKTUBHOCTI, WO MNpPOBOAMTLCA B 3 rpynax A5 MOPIBHSAHHS
edheKkTMBHOCTI Ta 6e3neyHOCTi ohaTymyMaoy Ii cinoHiMoAy 3 OiHroNiMOAOM Yy Maui€EHTIB AUTAYOrO BiKY 3
PO3CIAHUM CK1EpO30M, i3 nofanbluMM BIAKPUTMM  PO3LUMPEHUM AOCAIMKEHHAM», KO AOCNiAKEHHS
CBAF312D2301, sepcisa 00 Big 28 ciuHa 2021 poky; cnoHcop - «HoBapTic ®apma AlM», Lseiiuapia / Novartis
Pharma AG, Switzerland

3asBHuK - TOB «MAPEKCEJ YkpaiHa»

Ne n/n MN.1.B. BignoBsiganbHOro gocnigHnka
Hasga Micus npoBefeHHs KIiHIYHOro BUNpo6yBaHHs

1 O.M.H. Kupnnosa J1.T".

JepxaBHa ycTaHOBa «IHCTUTYT negjaTpii, akywepcTtsa i rinekonorii iMm. akag. O.M. JlykK'aHoBOT
HauioHanbHOT akagemii MegnyHNX Hayk YKpaiHu», BigdifieHHs NCUXOHEBPOOril ANns AiTen 3
nepvHaTasIbHOK NaToorieEln Ta opdaHHUMK 3aXBOPOBaHHAMN, M. K1iB

2 K.M.H. MakegoHcbka |.B.

KomyHasibHe HekOMepLiiHe MigNPMEMCTBO «Micbka AnTAYa KniHivHa nikapHa Ne6» [HIiNpOBCLKOT
MICbKOT paan, HEBPOJIOTiYHe BiAAi/IeEHHA MOJIOALLONO BiKY, M. [JHINpo

3 K.M.H. Psa6okoHb H.O.

KomMyHanbHe HekomepuiiiHe nianpmemctBo CyMcbKoi 06/1acHOi paan «O6nacHa guTada KiiHiuHa
NikapHs», BiAAINEHHSA ANS AiTeil 3 ypakeHHAM LieHTpasibHOI HEPBOBOT CUCTEMU Ta NOPYLUEHHAM
ncuxikm, M. Cymm

3. OHOB/EHHA po3finiB cTabisIbHOCTI WOAO NOAOBXEHHA TEPMiHY 36epiraHHa Ao 36 micauis. Ornag
3miH (VV-QUAL-0739383 1.0), aHrnilicbkoro MOBOK; OHOB/EHiI PO3Ainu A0Cbe AOCNIAKYBaHOIO
nikapcbkoro 3aco6y REGN3500: P.8.1 Pestome LwoA0 cTabinbHOCTi Ta BUCHOBKU (VV-QUAL-0743411
1.0), VV-RIM-00189813-1.0 Big 10 Gepe3Ha 2022p. aHrnilicbkoto MoBolo; P.8.3 [laHi woao ctabinibHOCTI
(VV-QUAL-0743412 1.0), VV-RIM-00189815-1.0 Big 10 Oepe3Hsa 2022p. aHrNificbKO MOBOIO;
36inbleHHsA TEPMiHy 36epiraHHA BocnipKyBaHOro NiKapcbKoro 3acoby
SAR440340/REGN3500/iteneknmad, po3uvMH pnAa iH'ekuyii 150 mr/mn y nonepegHbO HanOBHEHUX
wnpuyax, Ao 36 MicAwiB 40 NPOTOKONY KIIHIYHOTO AOocC/nimkeHHs «PaHgomizoBaHe, nogsiiiHe chine,
nnaue60-KOHTPONIbOBaHe [OCMIMKEHHSA 3 dhasn B napasieflHux rpynax, Lo NpoBOAMTLCA A/ BUBYEHHS
edheKkTMBHOCTI, 6esneyHocTi Ta nepeHocumocTi  npenapaty SAR440340/REGN3500/itenekimac
(MOHOKNOHaNbHI  aHTWTINa, cneunddivHi go 1L-33) y nauieHTiB i3 NOMIPHUM Ta BaXKUM XPOHIYHUM
0OCTPYKTUBHMM 3aXBOpPIOBaHHAM nereHb (XO3/1)», koa gocnimkeHHs EFC16750, sepcia 1 Big 25 BepecHs
2020 poky; crnoHcop - sanofi-aventis recherche & developpement, France (CaHodpi-ABEHTIC peluepw e
AesenornmMad, ®paHuis)

3aaBHUK - TOB «CaHodi-ABeHTIC YKpaiHa»

4. bpowypa pocnigHuKa nikapcbkoro 3aco6y SAR443122, pepakuifs Ned Big 29 GepesHsa 2022p.,
aHrNiNCbKO MOBOM; JIUCT ANA XKIHOK, 3JaTHUX A0 AiTOHAPOMKEHHsA, AKi 3aBepwusin y4vyactb Yy
pocnipkeHHi ACT16404 (CLEan), Bepcis 1 Big 30 6epe3Ha 2022, yKpaiHCbKOIO Ta POCIICbKOIO MOBaMU;

2



Po3ginu «JlikapcbKuii 3acio» Ta «Mnaue60» OHOBMEHOIO f0CLE [OC/iAKYBaHOIO NiKapCbKOro 3acoby
(IMPD) SAR443122, tBeppa kKancyna, 100 mr, Bepcia Big Gepe3Hs 2022p., aHrNificbKOO MOBOIO;
3anyyeHHA foAaTkOBMX BUPOOHUKIB Nnauebo A0 AoCNifKyBaHOro nikapcbKoro 3acody SAR443122,
TBepaa Kancyna, 100 mr: Almac Clinical Services Limited, United Kingdom (Northern Ireland); Eurofins
Amatsi Analytics, France [0 npOTOKO/y KNiHIYHOTO AdochigpkeHHs «PaHpomizoBaHe, noggiiHe chine,
nnaue60-KOHTPOIbOBaHE AOC/IMKEHHS /19 00rpyHTYBaHHA KOHLENLT LLOAO OLiHKN edpeKTUBHOCTI Ta 6e3neku
3acTocyBaHHA SAR443122 (iHri6iTtopa RIPK1) y nauieHTiB 3 Migroctpum abo AMCKOTAHUM/XPOHIYHUM LUKIPDHUM
YepBOHMM BOBYAKOM CEPELHbOrO i TSHKKOTO CTyMeHs», Kog focnimpkeHHss ACT16404, oHOBNEHWIT NPOTOKOS
KniHiyHoro pgocnimpkeHHs 01, Bepcia 1 Big 10 rpyaHs 2021 poky; cnoHcop - sanofi-aventis recherche &
developpement, France (CaHodi-ABeHTIC peluepLl e gesenonmad, dpaHuis)

3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

5. OHOB/eHNi1 NPOTOKO KNiHiYHOro gocnigkeHHa D9481C00001, sepcis 6.0 Big 11 nuctonaga 2021
poKy; 3MiHa Ha3BM KNiHIYHOro BUNPOGYBaHHS 3 «flocnimkeHHA dha3u 3 i3 NigBULLEHHAM [03U B AiTeii i3
rinepkaniemMielo BiKOM Bif, HapofkeHHs [0 18 pokKiB ANA OLiHKA BNAUBY NigBULIEHHS [03
LMKocunikaty LMpKoHito HaTpito (LILH) i3 npuiiomom Tpudi Ha fo6y ANA KOPUryBaHHA rinepkasiemii, a
TaKOX AJ151 OLiHKM eheKTUBHOCTI Takoi X go3u LiLH i3 npuiiomom oguH pas Ha goGy ans nigTpUMaHHA
HOPMaJ/IbHOTO PIiBHIO Ka/ilo B OpraHi3Mi nauieHTiB, fIKi NOTPeOylOTb TPUBAJIONO NiKyBaHHA» Ha
«Bigkpute gocnimpkeHHA aNA ouiHKu 6e3neyHocTi Ta edpekTuBHOCTI LLUH y piTeid 3 rinepkasiiemieto»;
OHoBneHa IHchopmauia npo gocnimkeHHA Ta dopma 3rogu ons 6artbkiB, NokanbHa Bepcisa Homep 9.0.
Jata nokanbHoi Bepcii 31 ciuHA 2022 p. aHrNilicbKo MOBOIO Aisl YKpaiHu; OHoBieHa IHhopmauis npo
pocnipkeHHa Ta Popma 3rogm gnsa 6atbKiB, IoOKasibHa Bepcia Homep 9.0. Aata nokanbHoI Bepcii 31
ciuHa 2022 p. aHrNilicbkolo MoBOIO ANA YKpaiHu. MepeknaneHo Ha yKpaiHCbKy MOBY Ans YKpaiHu 11
nTtoro 2022 p.; OHoBneHa IHhopmauis npo gocnigkeHHA Ta dopMma 3rogu AnAa 6aTbKiB, JIOKa/IbHA
Bepcia Homep 9.0. JaTta nokanbHOI Bepcii 31 ciuHa 2022 p. aHrNiicbKOlO MOBOK A1 YKpaiHu.
MepeknageHo Ha pociiicbky MoBY Ansa YKkpaiHu 11 niotoro 2022 p.; OHoBneHa IHdopmauisa gns
nauieHTa ta ®opma iHchopmMoBaHOi 3rogu ANA NauieHTiB, AKUM BUMNOBHIOETLCA 18 pokiB nig 4yac
BMNPOGOBYBaHHA, NOKaJ/ibHa Bepcif Homep 7.0. [lata nokanbHOI Bepcii 31 ciuHA 2022 p. aHrNilicbKoo
MOBOIO AnAa YKpaiHu; OHoBneHa IHpopmauis anAa naudieHta Ta Popma iHchopmMoBaHOiI 3roau Ansa
nayieHTiB, AKUM BUNOBHIOETLCA 18 pOKiB Nig yac BUNpPoGoOBYBaHHA, IOKa/lIbHa Bepcisi Homep 7.0. faTta
NoKasibHOI Bepcii 31 ciuHa 2022 p. aHriACbKOIO MOBOIO A/ YKpaiHu. MepeknageHo Ha yKpaiHCbKY
MOBY a1 YKpaiHu 11 ntotoro 2022 p.; OHoBneHa IHhopmauia ana nagieHta ta ®opma iHpopmoBaHoOT
3rogM ANA nauieHTiB, AKUM BUNOBHIOETLCA 18 poOKiB nig yac BMNPOGOBYBaHHA, JIOKa/lbHA Bepcif
HoMep 7.0. [laTa nokanbHOI Bepcii 31 ciuHsa 2022 p. aHrNilicbKOK MOBOIO A1A YKpaiHu. MNepeknageHo Ha
pociiicbky mMoBy pns YkpaiHum 11 niotoro 2022 p.; OHoBneHa IHdpopmauia npo gocnimpkeHHA B
nepiatpuuHiii nonynsauii i ®opma 3roaun Ass HEMNOBHOMITHIX yUacHUKIB BikOoM 14-17 pokiB, /IOKa/lbHA
Bepcias Homep 4.0. JaTa nokasbHOI Bepcii 20 ciuHa 2022 p. aHININCbLKOKD MOBOK ANl YKpaiHu;
OHoBneHa IHopmauis npo pocnimxkeHHs B negiaTpuuHiin nonynsauii W dopma 3rogu Aans
HeNOBHOJIiTHIX y4YacHUKIB BikoM 14-17 pokiB, NoKanbHa Bepcis Homep 4.0. Jlata fokasibHOI Bepcii 20
CiuHA 2022 p. aHrNificbko MOBOIO ANA YKpaiHu. MNepeknageHo Ha yKpaiHCbKy MOBY Ans YKpaiHu 2
noToro 2022 p.; OHoBneHa IHchopmalis Npo AocCniMKEHHA B NeAiaTpuUHiii nonynsauii i ®opma 3rogun
ANsl HeNOBHONITHIX yUacHUKIB Bikom 14-17 pokiB, IokanbHa Bepcia Homep 4.0. faTa noKkanbHOI Bepcii
20 ciyHsa 2022 p. aHININCLKOIO MOBOIO AN YKpaiHu. MepeknageHo Ha pociicbKy MOBY Ans YKpaiHu 2
nTtoro 2022 p.; OHoBneHa IH(hopMauis Npo gocnigmkeHHA B neAiatpuuHin nonynsauii it ®opma 3rogu
ANs HENOBHOJITHIX YUaCHUKIB BiKOM 12-14 pokiB, oKanbHa Bepcisa Homep 4.0. laTa noKasibHOI Bepcii
20 ciuHA 2022 p. aHrNiicbKow MOBOK AnA YKpaiHu; OHoBneHa IHcopmauia npo gocnigxeHHs B
negiaTpuuHin nonynauii it ®opma 3rogu A1 HEMOBHOJITHIX yYaCHUKIB Bikom 12-14 pokiB, /IOKa/lbHa
Bepcia Homep 4.0. JaTta nokanbHOi Bepcii 20 ciuHa 2022 p. aHrNiicbKOK MOBOK AN YKpaiHW.
MepeknageHoO Ha YKpaiHCbKy MOBY AnA YKpaiHu 2 nwTtoro 2022 p.; OHoBneHa IHdopmauis npo
[OCNiHKEHHA B nepiaTtpuuHiii nonynauii i dopma 3roau ANA HENOBHOJIITHIX yYacHUKIB Bikom 12-14
pokiB, nokasibHa Bepcia Homep 4.0. JaTa noKasibHOI Bepcii 20 ciuHa 2022 p. aHrNilicbKOK MOBOIO AN
YkpaiHu. MNepeknageHo Ha pociiicbKy MOBY Anf YkpaiHu 2 notoro 2022 p.; OHoBneHa IHchopMmauis npo
AOcnipKeHHs B negiaTpuuHin nonynsauii i dopma 3rogu As ydyacHukiB Bikom 10-12 pokiB, lokasibHa
Bepcia Homep 3.0. JaTta sokasibHOI Bepcii 20 ciuHA 2022 p. aHIMINCbLKOKD MOBOK AN YKpaiHu;
OHoBneHa IHhopmauis Npo gocnifmKeHHA B neAiaTtpuuHiii nonynsauii i dopma 3rogn ANA y4acHUKIB
Bikom 10-12 pokiB, loKasibHa Bepcia Homep 3.0. Jarta sioKanbHOI Bepcii 20 ciuHa 2022 p. aHrNiiCbKOO
MOBOIO AnA YKpaiHu. MNMepeknageHo Ha yKpaiHCbKY MOBY A1 YKpaiHu 2 ntotoro 2022 p.; OHoB/ieHa
IHchopmauia npo gocnigkeHHA B neAiatpuuHin nonynsauii i ®opma 3rogmn ans ydacHuKIiB Bikom 10-12
pokKiB, NnokanbHa Bepcis Homep 3.0. faTa nokanbHoi Bepcii 20 ciuHA 2022 p. aHrAilicbkoo MOBOLO ANA
YkpaiHu. MNepeknageHo Ha pociiicbKy MOBY Anf YkpaiHu 2 notoro 2022 p.; OHoBneHa IHchopmauis npo
[OCNiHKEeHHA B neAiaTpUUHIi nonynsauii i dopma 3roaun AnsA yvyacHukiB 6-10 pokiB, IokaibHa Bepcia
Homep 3.0. [lata noKasibHOI Bepcii 20 ciuHA 2022 p. aHrNiIACbKO MOBOK As YKpaiHu; OHOBJieHa
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IHpopmauis npo gocnimxeHHs B negiaTpuuHin nonynsauii it dopma 3rogm ansa yyacHukiB 6-10 pokiB,
nokanbHa Bepcia Homep 3.0. [lata NoKa/IbHOI Bepcii 20 ciuHA 2022 p. aHrNificbKO MOBOIO AnNA
YKpaiHu. NMepeknageHo Ha YKpaiHCbKY MOBY A/1s1 YKpaiHu 2 noToro 2022 p.; OHoBneHa IHhopMmauisa npo
BOCNiKeHHA B neAiaTpUUHii nonynsauii i ®opma 3roaun AnsA yvyacHuKiB 6-10 pokiB, IokaibHa Bepcia
Homep 3.0. JaTa nokanbHOI Bepcii 20 ciuHa 2022 p. aHIiiCbKOIO MOBOIO Ans YKpaiHu. MepeknageHo Ha
pociiicbKy MOBY Ans YKpaiHu 2 niotoro 2022 p.; KapTka nauieHTa, ocHoBHa Bepcis 2.0 Big, 26 ciuHa 2022
POKy aHrniicbKko MoBoOlo; KapTka nauieHTa, OCHOBHa BepCifi aHIMiicbKo MOBOtO 2.0 Big 26 cCiuHA
2022 poky. MepeknageHO yKpaiHCLKOKO MOBOI AN YKpaiHu 1 noTtoro 2022 p.; KapTka nauieHTa,
OCHOBHa Bepcifi aHrniicbKkoto moBoto 2.0 Bif 26 ciuHA 2022 poky. MNepeknageHo pPociicbKO MOBOIO
Ana Ykpaiin 1 notoro 2022 p.; Kaptka 3 po3kniagomMm npuiiomy npenapaty (Pasa Kopekuii), TunoBa
Bepcia 2.0 Big 08 notoro 2022 p. MepeknageHo Ha YKpaiHCLKY MOBY A1A YKpaiHu 18 ntotoro 2022 p.;
KapTka 3 npuiiomy npenapaty (Pasa kopekuii), MacTep Bepcis 2.0 Big 08 ntotoro 2022 p. NepeknageHo
Ha pociicbKy MOBY AnA YKpaiHu 18 ntotoro 2022 p.; KapTka 3 po3knagom npuiiomy npenaparty (Pasa
nNigTPMMYO4Oro flikyBaHHs1), Tunosa sepcisa 2.0 Big 08 noToro 2022 p. NepeknageHo Ha YKpAIHCbKY
MoBY Ans YKpaiHum 18 noTtoro 2022 p.; Kaptka 3 npuilomy npenapaty (Pasa nigTpumyroyoro
NiKyBaHHSA), MmacTep Bepcia 2.0 Big 08 niotoro 2022 p. MepeknageHo Ha pociicbky MOBY AnA YkpaiHu 18
noToro 2022 p.; Kaptka 3 po3knagom npuiiomy npenapaty (Pa3a JOBrocTpoKkoBOro nigrpyumyrovoro
nikyBaHHSA), TUNoBa Bepcisa 2.0 Big 08 notoro 2022 p. MepeknageHo Ha YKpaiHCbKY MOBY ANS YKpaiHU
18 nwToro 2022 p.; Kaptka 3 npuiiomy npenapaty (dasa [OBrocTpoKOBOro RigTPUMYIOUHOro
NiKyBaHHSA), mactep Bepcia 2.0 Big 08 notoro 2022 p. MepeknageHo Ha pociicbKy MOBY AnA YkpaiHu 18
nTtoro 2022 p.; D9481C00001_Bpowypa nauieHTa, Bepcisa 6.0 Big 14 ciuHa 2022 p. yKpaiHCbLKOIO
moBoto; D9481C00001_Bpowypa nauieHta, Bepcia 6.0 Big 14 ciuHa 2022 p. poOCiNCbKOKO MOBOIO;
D9481C00001_TIpachik BisuTiB nauieHTiB, Bepcia 10.0 Big 14 ciuHA 2022 p. yKpaiHCbKOIO MOBOIO;
D9481C00001_Ipaduik Bi3uTiB naujieHTiB, Bepcia 10.0 Big 14 ciuHa 2022 p. pocCiiicbkold MOBOIO;
D9481C00001_JoBigkoBa KapTKa AocnimxeHHA, Bepcia 7.0 Big 14 ciyHA 2022 poKy YKpPaiHCbKOI
MoBoto; D9481C00001_J[oBiakoBa KapTKa p[oOChifKeHHA, Bepcia 7.0 Big 14 ciuHa 2022 poky
pociiicbkolo MoBOI0o; OHOBJ/IEHE MapKyBaHHA [OC/ifAKYyBaHOro 3acoby — Liuknocunikar LUPKOHil0
HaTpito 2.5 r, nopolok ana nepopanbHoi cycneHsii (Yellow Sachet Label OL Correction Phase), Bepcis
1.0 Big 25 uepBHs 2021 poKy; OHOBNEeHe MapKyBaHHA A,0C/iAXyBaHOro 3aco6y — 9 po3KpMBHUX Kancyn
LiuknocunikaT LMPKOHiO HaTpilo, NOPOLLOK ANs nepopanbHOi cycneHsii, pasa kopekuii (Yellow Bottle
Label OL Correction Phase), Bepcia 1.0 Big 25 uepBHA 2021 poky; OHOBMeHe MapKyBaHHS
pocnigpkyBaHoro 3aco6y — 3 nakeTuku-cawe Liyknocunikatr LMPKOHIKO HaTtpito 2.5 r, MOpowokK Ans
nepopasibHOI cycneHsii, ¢pasa kopekuii (Yellow Carton Label OL Correction Phase), Bepcisa 1.0 Big, 25
yepBHA 2021 poky; OHOBNeHe MapKyBaHHA [AOC/iSKYyBaHOro 3acoly - LiMknocunikatr LUMPKOHI0
HaTpilo, NOPOLLOK ANA nepopasibHOi cycneHsii, (Blue Sachet Label LTMP), Bepcis 1.0 Big 25 uepBHs
2021 poky; OHOB/eHe MapKyBaHHSA AOCNiAKYyBaHOro 3acody — 32 po3KpuBHUX Kancynu Luknocunikat
LMPKOHilo HaTpito 0.25 r, NOpoWoOK ANA nepopasibHOI cycneHsii, pasa TpuBasoro NiATPUMYHOUOro
nikysaHHA (Blue Bottle Label LTMP), Bepcis 2.0 Big 25 yepBHA 2021 poky; OHOBNIeHe MapKyBaHHS
pocnigxyBaHoro 3aco6y — 32 nakeTuku-cawe LiMknocunikar LMPKOHIIO HaTpPilo, MOPOLIOK ANA
nepopasibHOI cycneHsil, hasa TpuBanoro niagTpumyrouoro nikysaHHsi (Blue Carton Label LTMP), Bepcis
2.0 Big 25 uepBHA 2021 poky; OHOBJ/IeHe MapKyBaHHA AOCNiAKYBaHOro 3acodby — 32 pO3KPUBHUX
Kancynu Luknocunikar LUPKOHIIO HaTpilo, MOPOLIOK ANsl NepopasibHOiI cycneHsil, hasa TpuBasnoro
niaTpumyrouoro nikysaHHa (Blue Bottle Label — SZC Sprinkle capsules (Long Term Maintenance
Phase)), Bepcia 1.0 Big 16 rpyaHsa 2021 poky; OHOBNeHe MapKyBaHHA AOC/ifXyBaHOro sacody — 3
nakeTuku-cawe LuknocunikaTt LMPKOHIIO HATPil0, NOPOLLOK AJ1sl NepopasibHOI cycneHsii, hasa KopekKuil
(Carton Label Yellow Carton Label SZC Powder (OL Correction Phase), Bepcis 1.0 Big 16 rpygHa 2021
pOKy; OHOB/eHe MapKyBaHHA AOCAIQKYBAHOro 3acody — Linknocunikat LMPKOHIKO HaTpilo, MOPOLIOK
ANA nepopasibHoi cycneHsil, (Sachet Label - SZC Powder (Maintenance & Correction Phase), Bepcis 1.0
Big 16 rpyaHAa 2021 poky; OHOB/MeHe MapKyBaHHSA AOCAIAKYBAHOro 3aco0y — 9 pO3KPUBHUX Kancys
LUuknocunikaT UUPKOHIIO HaTpilo, NOPOLIOK ANA nepopasibHOI cycneHsii, ¢asa nigTpumyrouoro
nikyBaHHA (Bottle Label - SZC Powder (Maintenance Phase)), Bepcia 1.0 Big 16 rpygaHa 2021 poky;
OHoBMeHe MapKyBaHHA A0CAIAKYBaHOro 3acoby — 9 nakeTukiB-cale LiInknocunikaT LMPKOHIIO HaTpito,
NOPOLUOK A/ NepopasibHOI cycneHsil, ¢pasa nigrpumytovoro snikysaHHA (Carton Label - SZC Powder
(Maintenance Phase)), Bepcisa 1.0 Big 16 rpyaHa 2021 poky [0 MPOTOKO/Y KNiHIYHOMO BUMNPOGYBaHHSA
«JlocnimkeHHs hasn 3 i3 NigBULLEHHAM 403U B AiTEN i3 rinepkaslieMieto BiKOM Bif HApOMKEHHS A0 18 pokis ans
OLiHKM BNAMBY MiABULLEHHS 003 LUKAOCUAIKaTY LUPKOHIito HaTpito (LIUH) i3 npuiiomom Tpuui Ha goby ons
KOpUryBaHHS rinepkaslieMii, a TakoX A5 OLiHKN edpeKTMBHOCTI Takol X Ao3u LILIH i3 npuitomom oanH pas Ha
[o6y Ans nigTpMMaHHA HOPMaslbHOrO PIiBHIO Kanitdo B OpraHiami MauieHTiB, siki MOTPebylTb TpUBasioro
NikyBaHHs», Kog, gocnigpkeHHs D9481C00001, sepcis 5.0 Big 05 6epesHsa 2021poky; cnoHcop - AcTpa3eHeka
AB, WBeujs

3asBHUK - TOBAPMCTBO 3 06MEXEHO0 BiAnoBiaanbHICTIO «/TABKOPI K/IHIKAT AEBE/TIONMMEHT YKPAIHA»



BYNO CTANO

«focnioxeHHs ¢hasu 3 i3 nidBUwWeHHsAM 003U 8 | «Bidkpume 00C/1iO)KeHHs osis OYiHKU
dimetli i3 2inepkaniemieto s8ikom 8i0 HapoOXxeHHs1 | 6e3neyHocmi ma egpekmusHocmi LJUH y dimeli 3
00 18 pokis 0151 OYiHKU Br1UBy Ni0BUW,eHHS1 003 | 2inepkasiemMiero»

yuknocunikamy YupkoHito Hampiro (ULH) i3
nputioMmoM mpudi Ha 006y 0719 Kopuz2ysaHHS
ainepkasiemir, a makox ons OYiHKU
echekmusHocmi makoi x do3u ULJH i3 nputiomom
OOUH pa3 Ha 006y O0na nidmpuMaHHs
HOpMa/ZIbHO20 pIBHIO Ka/lilo B oOp2aaHi3mi
nayieHmis, ski nMompe6yromb Mmpusasioz20
JlIKyBaHHS»

6. MoaoBXXeHHA TepMiHY NpoBefeHHA AOCNiMKEeHHA B YKpaiHi o 31 rpyaHa 2026 poKy [0 NPOTOKOy
KniHivHoro gocnimkeHHs «enliGHten: baratoueHTpose, hasa 3, 4OBroTpusase, BigkpuTe AOCAIMKEHHS 040
BMBYEHHS 6e3neku Ta echekTBHOCTI Npenapaty MPJ1 TransCon, k1l BBOAUTLCA OAVH Pa3 Ha TMXAEHb AiTam
3 pgecpiuytom ropmoHy pocty (OP), wo 3asepumnnn yyacTb y nornepegHbomy KAiHIYHOMY AOCNIAKeHHI TP/
TransCon», kog gocnigpkeHHa TransCon_hGH_CT-301EXT, Bepcisa 2.0 (rnobasbHa nonpaska 1) Big 29 ciuHA
2020 poky; crnoHcop - AcueHpic ®apma EHgokpiHonogaku AisbkH A/C (Ascendis Pharma Endocrinology
Division A/S), OaHis

3adaBHUK - Akuensciops /1Ta., YropwuHa

7. OHoB/eHa Bpowypa AocnigHuka ans [ocnigKyBaHOro nikapcbKoro 3acooy
(YcTekiHyma6(ustekinumab) FYB202), Bepcisa 5.0 Big 12 ntotoro 2022p., aHrNiiCbKOKO MOBOI [0
NPOTOKONY KMiHIYHOro AOCiAKEHHS1 «PaHaomi3oBaHe, NoABIHE criine AoCNIMKEHHS hasu 3, L0 NPOBOAMTLCS
B napasiefNlbHuX rpynax 3 MeTOol MOPIBHAHHA eIEKTUBHOCTI, 6e3nekn Ta iMyHOreHHOCTI 3anpornoHOBaHOro
6ionogibHoro nikapcbkoro 3acoby YcrekiHymao FYB202 ta npenapaTta Ctenapa y nauieHTiB 3 6/15WLKOBUM
ncopiasom cepefHbLOro Ta BaXKOro CTyNeHs TSXKOCTI», Kof focnimpkeHHa FYB202-03-01, diHanbHa Bepcis
2.0 3 iHKopnopoBaHoto nonpaskoto 1 Big 28 nunHa 2021 p.; cnoHcop - «bioek TM6X», HimevunHa (bioeq GmbH,
Germany)

3anBHuK - TOB «BOP/ABANA, KNIHIKAM TPAISIC YKP»

8. OHOBIEHNIT NPOTOKON KJliHIYHOro BunpoG6yBaHHs KRT-232-114: NMonpaska 3, 07 6epe3Hsa 2022 pokKy,
AHINiINCbKOK MOBOIO [0 MPOTOKOJY KAIHIYHOIO BUNPOBYBaHHS «Bigkpute, 6aratoueHTpoBe AOCAIMKEHHS 2
dhasn ans ouiHKM 6e3nedyHocTi Ta edpektmBHOCTI npenapaty KRT-232 a6o TL-895 y naujieHTiB 3
Mienodpibpo3om, SKi paHille He OTPUMYBasIN NiKyBaHHS iHFiGiTopaMm siHyC-KiHa3», koa gocnimkeHHs KRT-232-
114, Monpaska 2, 23 rpyaHs 2021 poky; cnoHcop - «KapTtoc Tepan'tloTike, IHK.» [Kartos Therapeutics, Inc],
CWA

3asBHUK - TOBAPUCTBO 3 0BMEXEHOI BigNoBifaLHICTIO «<MEAMEVC YKPAIHA»

9. XXypHan HaBuaHHsA nauieHTa npuiiomam BBeAeHHs AOCNimKyBaHOro npenapary, Bepcisa 2 Big 09
moToro 2022 poky ykpaiHcbKolo MoBoto (I6T-MC-AMAX Study Weeks 16 - 152 Version 2.0 - dated
09Dec2021 Confidential mirikizumab Lilly Patient Study Drug Self-Administration Log Ukrainian
(Ukraine) I6T-MC-AMAX_Patient Study Drug Self-Administration Training
Log_V2_Trans_Paper_Ukrainian-UA_09Feb2022 #EI239597A); XXypHas1 HaBYaHHA nauieHTa npuiiomam
BBeAEHHA AOCNiAKyBaHOro npenapary, Bepcis 2 Big 08 ntotoro 2022 poKy pociiicbkoto moBoto (16T-
MC-AMAX Study Weeks 16 — 152 Version 2.0 - dated 09Dec2021 Confidential mirikizumab Lilly Patient
Study Drug Self-Administration Log Russian (Ukraine) 16T-MC-AMAX_Patient Study Drug Self-
Administration Training Log_V2_ Trans_Paper_Russian-UA_08Feb2022 #EI239596A); >XypHan
BBeAeHHs AoCcnigKyBaHOro npenapary nauieHTom, Bepcia 2 Big 09 notoro 2022 poKy yKpaiHCbKOH
moBoto (I6T-MC-AMAX Study Weeks 16 — 152 Version 2.0 — dated 09Dec2021 Confidential mirikizumab
Lilly Patient Study Drug Self-Administration Log Ukrainian (Ukraine) I6T-MC-AMAX_Patient Study Drug
Self-Administration Log mirikizumab_V2_Trans_Paper_Ukrainian-UA_09Feb2022 #EI239597A);
)XXypHan BBefeHHA nauicHTOM pAocnigkyBaHOro npenaparty, Bepcisa 2 Big 08 niotoro 2022 poky
pociiicbkoo moBoto (I6T-MC-AMAX Study Weeks 16 — 152 Version 2.0 — dated 09Dec2021 Confidential
mirikizumab Lilly Patient Study Drug Self-Administration Log Russian (Ukraine) I6T-MC-AMAX_Patient
Study Drug Self-Administration Log mirikizumab_V2_Trans_Paper_Russian-UA_08Feb2022
#EI239596A); BK/1lOUEHHA [04AaTKOBOro MicUA NMPOBeAEeHHA KMiHIYHOro BUNPOGYBaHHA [0 MPOTOKOY
KniHiYHOro aocnigxkeHHs «baratoueHTpoBe, Bigkpute, MogoexeHe focnimpkeHHa Il ®asm gna OuiHku
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Josrotpusanoi EdiekTMBHOCTI Ta besneyHocTi 3actocyBaHHA Mipikisymaoy y [laujieHTiB i3 XBOpo60to
KpoHa», koa pocnigxkeHHs 16T-MC-AMAX, 3 iHKopnopoBaHow nornpaskoto (a) Big 01 nvnHa 2021 poky;
cnoHcop - Eni Ninni eng Komnari, CLWA / Eli Lilly and Company, USA

3anBHuK - «Eni Nlinni Boctok CA», LLBeliuapis

No M.I.6. BignoBigabHOro AocnigHuka
n/n Ha3Ba Micus npoBeAeHHSA K/1iHIYHOro BUNPOGYBaHHS
1. K.M.H. BuwmsaHiok B.1O.

KomyHasibHe HekomepuiiHe mignpueMcTBo «O6nacHa KiiHiyHa nikapHs  IBaHO-®paHKiBCbKOI
o6nacHoi pagu», racTPOEHTEPOSIONYHE BiALIIEHHS, IBaHO-PpaHKIBCbKUA HALiOHATBHUIA MeaNYHWIA
yHiBepcuteT, kadegpa BHYTPIWHbOI MeguumHU Nol, KAiHiYHOT iMyHonorii 1a anepronorii
iM. akageMika €.M. Heiika, M. IBaHO-®paHKIBCbK

10. MoaoBXEeHHA TPUBAIOCTI KNiHIYHOrO gocnigKeHHA B YKpaiHi o 01 rpyaHa 2022 pokKy A0 NpoToKoy
KMiHIYHOTO BMNPOGYBaHHA «PaHAoMi3oBaHe, BiAKpUTE AOCAIMKEHHA a3 3 i3 BUBYEHHS iH'EKUIHOrO
ninocomanbHoro ipuHotekaHy (OHIBANA®) MopiBHAHO 3 TOMOTEKAHOM Y MALliEHTIB i3 APIGHOKNITUHHAM
pakoMm fnereHi, kil nporpecysas nif yac abo nicns Tepanii nepLloi AiHii Ha OCHOBI NpenapaTiB NAaTUHW», KOA,
pocnipkeHHa MM-398-01-03-04, sepcia 8.0 Big 07 )oBTHA 2021 poky; cnoHcop - Ipsen Bioscience Inc., CLUA
3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVIK'IOBIA PAC YkpaiHa»

11. Bpouwypa gocnigHuka gnsa npenapary CNTO1959 (rycenbkyma6), BugaHHa 13 Big 14 rpyaHa 2021
poky; Bpowypa gocnigHuka gns npenapaty STELARA® (ustekinumab), BugaHHsa 23 Big 17 niotoro
2022 poKy A0 MpOTOKONy K/iHiYHOro BuNpobyBaHHA «PaHgomizoBaHe, noagiiHe cnine, nnauye6o-
KOHTPO/IbOBaHe Ta 3 akTUBHMM KOHTPOsieM, GaraTtoueHTpoBe AOCMiMKEHHS dha3n 2/3, Wo npoBoanuTbCs Y
napanesibHUX rpynax 3 MeTor OLiHK1 eheKTUBHOCTI Ta 6€e3neYHOCTi rycenibKymaoy Yy navlieHTiB i3 XBopoboto
KpoHa B aKkTuBHin pasi Big cepedHbOr0 [0 BaXKOIO CTYMEHS TSHKKOCT», KOA  [AOCAiMKEHHS
CNTO1959CRD3001, 3 nonpaskoto 4 Big 21 nunHA 2021 poky; cnoHcop - Janssen Pharmaceutica NV,
Belgium / Axnccen ®apmauesTnka HB, benbrisa

3asaBHUK - TOB «MAPEKCEN YkpaiHa»

12. IHcpopMmaLuis ana yyacHUKa gocnimkeHHs | dopma iHhopMoBaHOi 3roan Ha yyacTb Y AOCAIAXKEHHI
TP0004 (myOpportuniTy 3), mogenb ansa YkpaiHu, sepcia 4.0 Big 07 kBiTHA 2022 poKy, YKpaiHCbKOIO Ta
pocCilicbkol0 MOBaMU A0 NPOTOKOJTY KAiHIYHOrO AOCIMKEHHS «Bigkpute gocnimkeHHs NogoBXeHHs Tepanii
0N BUBYEHHS AOBroTpuBasiol 6€3neyYHOCTi, NePEeHOCUMOCTI Ta e(pekTUBHOCTI NpenapaTy po3aHonikcisymao
Yy NauieHTiB 3 NEepCUCTYOHO abo XPOHIYHOK MEepPBMHHOK iIMYyHHOIW TpombouuToneHieto (ITM)», kopg
pocnipkeHHs TP0004, Big 21 nuctonaga 2019 poky; cnoHcop - KOCibi Biodhapma EcApEn, benbrisa / UCB
Biopharma SRL, Belgium

3asBHuK - TOB «MAPEKCEJ YkpaiHa»

13. Bpoulypa gocnigHuka ANA [OCAiMKYBaHOro nikapcbkoro saco6y BAY 86-5321 (achni6epcenT),
Bepcis 16.0 Big 04 ntotoro 2022 poKy [0 NPOTOKOJ1Y KNIHIYHOIo AOC/iAKEHHSA «PaHaomi3oBaHe, 3 NoABIiHUM
MacCKyBaHHSM JOCAiMKEHHA 3 ddasm 3 aKTUBHMM KOHTPOJIEM A/151 OLiHKM e(DEKTMBHOCTI Ta 6e3nekun BUCOKNX 4,03
achniGepcenTty B MaLieHTIB i3 HEOBACKYNAPHOK BIKOBOK MakynogucTpodiieo», Koh JochimpkeHHs 20968,
Bepcis 2.0 Big 14 notoro 2020 poky; cnoHcop - Bayer AG, Germany/ baliep Al', HimeuunHa

3asaBHuK - TOB «MAPEKCE/T YkpaiHa»

14. IHchopmauiiiHnii IUCT NalieHTa CTOCOBHO Aili B yMoBax naHgeMii (Takoi sk COVID-19) a6o iHwwux
BaXIMBUX NOAIN, AKi BNAINBAOTb Ha yyacTb Y gocnimkeHHi [IHcopmauiiiHnii nuct pnsa yuyacHuka
KNiHiYHOro BUMPOOYBaHHA], Bepcia ANA YKpaiHu Bifg 26 OGepe3Ha 2022 poKy, YKpaiHCbKOK Ta
pociiicbKOl0 MOBaMK [0 NMPOTOKOMY KAIHIYHOTO AOC/imKeHHS «PaHgomizoBaHe, NoAgiiiHe cnine, nnaue6o-
KOHTpO/IbOBaHe JAochimkeHHAa da3n 3 ANA ouiHKM npenapaTty ynagauuTuHIG Yy NigniTkiB Ta [0opocnunx
NauieHTIB 3 MOMIPHUM Ta TSXKKMUM aToONiYHUM AepMaTUTOM», Kog AochnimkeHHsa M16-045, sepcia 6.0 Big 28
ciyHs 2021 poky; cnoHcop - AbbVie Inc., USA/ E66BI IHk., CLUA

3anBHuK - «EB6BI BiothapmachktoTikana TM6X», LLseliLapis

15. OcHoBHa iHchopMmauia Nnpo gocnimkeHHs i hopma iHhopMoBaHOi 3roau, Bepcia 9 Big, 16 6epesHa
2022p., aHrnincbKkoo moBoto; IHhopmauis ana nauieHta i popma iHpopmoBaHoi 3rogu, Bepcisa gns
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YkpaiHu Ne 7 Big 21 6epe3Hsa 2022 p. (Ha ocHOBi OCHOBHOI iHthopmauii npo aocnimkeHHs i dhopmu
iHpopmoBaHoi 3rogu, Bepcisa 9 Big 16 6epesHs 2022p.) aHININCbKO, YKPAIHCbKOIO Ta POCIiCbKOO
MoBaMW [0 MNPOTOKONY K/IHIYHOro AoCnimkeHHs «Bigkpute paHfomizoBaHe AocnimkeHHs 2 hasun, wo
NPOBOAUTLCA 3 METOI NOPIBHAHHA Mpenapaty amueHecTpaHT (SAR439859) i eHAOKpUMHHOI MOHOTepanil,
BMOpaHOi slikapeMm, y NauieHTiB 3 eCTporeH-peLenTop-no3ntueHuM, HER2-HeraTMBHUM MiCLLEBOMNOLINPEHNM
abo MmeTacTaTM4yHMM pakoM MOJIOHHOT 3a/1031, SKi paHile OTPUMYBaNIM TFOPMOHasIbHY Tepanito», Koj
pocnipkeHHs ACT16105, npotokon 06, Bepcia 1 Big 10 rpyaHa 2021p.; cnoHcop - sanofi-aventis recherche &
developpement, France (CaHodi-ABeHTIiC peLuepLl e aesenonmad, ®paHLis)

3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

16. Bpowypa gocnigHuka AZD2281, LYNPARZA®, olaparib, KU-0059436, BugaHHs 21 Big, 31 ciuHa 2022
poKy; YkpaiHa, MK-7339-012, Bepcia 2.03 Big 26 kBiTHA 2022 p., yKpalHCbKOIO MOBOIO, iHpopMauifa Ta
AOKYMEHT npo iHhopmoBaHy 3roay A1 nayieHTa 40 NPOTOKOY KAiHIYHOrO BUNPO6YBaHHA «oCigpKeHHS
[l ha3n nem6ponisymady (MK-3475) y koMm6GiHaLji 3 cynyTHLOO XiMiIONPOMEHEBOKO Teparnieto 3 NoJasibLUnm
BBEJEHHAM nem6ponizymady 3 osanapmbom abo 6e3 HbOro MOPIBHAHO 3 CYNYTHLOK XiMiONPOMEHEBOH
Tepanieto 3 MNoJasiblUMM BBEAEHHAM [AypBanymMaby B Y4yaCHWKIB 3 HeorepabesibHUM  I0KalbHO
PO3MOBCIOAXEHUM HeAPIOHOKNITUHHUM pakom nereHis Il ctagii (HAPM)», koa nocnimkeHHs MK-7339-012, 3
iHKopnopoBaHoto nonpaskoto 06 Big 23 rpyaHa 2021 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», fodipHe
nignpunemcteo «Mepk EHZA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.,
USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnNoBiAasbHICTI0O «MC/[, YKpaiHa»

17. MK-8835-059, YKpaiHa, Bepcisa 1.02 Bif 28 kBiTHA 2022 poKy, yKpalHCbKOK MOBOIO, iHhopmauia Ta
OOKYMeHT npo iHhopMoBaHy 3roay ANA 6aTbKiB AUTUHU, KA 6epe yyacTb y gocnimkeHHi; MK-8835-
059, YkpaiHa, Bepcia 1.02 Big 28 KBiTHs1 2022 poKy, YKpPaiHCbKOI MOBOIO, IHchopmaLisi Ta AOKYMEHT Npo
iHhopMoBaHy 3roay A1 nNauieHTIiB, AKUM BUMNOBHUMNOCA 18 pokiB nif, yac yyacTi y gocnigkeHHi no
MPOTOKOMY K/IIHIYHOrO AOCNifkeHHs «baratoueHTpoBe, MOABIiHE ciine, paHAoMi3oBaHe, nnaueb6o-
KOHTpOJIbOBaHe K/iHiuHe pocnimkeHHa 11l a3 ana ouiHkm 6e3nekn Ta edekTnBHOCTI EpTyrnicnosiny
(MK-8835/PF-04971729) y giteid, Bikom Big 10 fo 17 pokiB BK/IIOYHO, XBOPMX Ha LyKpOBWIA AiabeT 2 Tuny», Kog,
pocnipkeHHs MK-8835-059, 3 iHkopnoposaHoto nonpaskoto 01 Big 11 yepsHa 2020 poky; cnoHcop - «Mepk
LWapn EHA Aoym Kopn.», govipHe nignpnemcto «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

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

18. IHchopmauin ana nauieHTa i oopma iHcpopmoBaHoi 3rogun, Bepcisi Ne 3 Big 15 nunHa 2021 p. aonA
YKpaiHu (Ha ocHoBi ba3oBoi iHchopmaLuii npo gocnigkeHHA i bopMmu iHPOpMOBaHOT 3rogu Ha yyacTb Y
yacTuHi B pgocnimkeHHs, Bepcia 2 Big 08 nunHAa 2021 p.) ykpaiHCbKOlo MoBolo; IHchopmauis ana
nauieHTa i oopma iHcpopmoBaHoi 3roau, Bepcia Ne 3 Big 15 nunHa 2021 p. ona YKpaiHu (Ha OCHOBI
Ba3oBoi iHchopmauii npo pocnigkeHHA i phopmu iHcpopMoOBaHOI 3roaM Ha ydyacTb Y 4yacTuHi b
pocnipxeHHs, Bepcisa Ne 2 Big 08 nunHsa 2021 p.) pociiicbkoto MOBOIO; IHCTPYKLiT 3 TPAHCMOPTYBaHHA
[OCnifKyBaHOro npenapary B X0/1040B0MY flaHLIIOTY A/11 NePCOHay AOCNi4HULLKOIO LLeHTPY, Bepcis
1.0 Big 11 TpaBHA 2020, yKpaiHCbKOI MOBOLO; IHCTPYKLii ANA nepcoHany AOCAiAXyBaHOro LeHTpa 3
TpaHCNOPTYBaHHA AOCAIMKYBaHOro npenapary B X0/1040BOMY faHuilory, Bepcisa 1.0 Big 11 TpaBHA
2020, pociiicbKoo MOBOIO; JTUCT nikapto Big nikaps, pea. 2.0 Big 20 ciuHA 2022p., yKpAIHCbKOIO MOBOIO;
NucT nikapa nikapio, pea. 2.0 Big 20 ciuHa 2022p., pOCINCLKOK MOBOK /10 MPOTOKOMY KAiHIYHOIO
pocnigxeHHsa «PaHgomizoBaHe, noAgiliHe cnine, nnawe60-KOHTPOIbOBaHe AOCIKEHHS, WO CKNajaeTbes 3
OBOX YacTWH, ONS OUiHKM edeKTUBHOCTI Ta 6e3nedyHocTi gyninymady y nauieHTiB 3 HEKOHTPOJIbOBaHUM
XPOHIYHUM PUHOCUMHYCUTOM 6e3 noninosy Hoca (XPCO6IMH)», koa gocnimkeHHa EFC16723, 3 nonpaskoto 01,
Bepcia 1 Big 08 nunHa 2021p.; cnoHcop - sanofi-aventis recherche & developpement, France (CaHodi-ABeHTIC
peLuepLl e aesesionmMaH, ®paHLis)

3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

19. IHdhopmauisa npo gocnigpkeHHA Ta chopma iHhopmoBaHoi 3rogn, Mogenb ana YkpaiHu, Bepcisa 6.0
Bif, 26 KBiTHA 2022 poKy (YKpPAiHCbKOIO Ta POCIACLKOID MOBamMMn) A0 NPOTOKO/Y KAIHIYHOrO AOCAIMKEHHS
«SERENA-2: PaHgomi3oBaHe, BigkpuTe, Yy napanefnbHux rpynax, 6aratoueHTpoBe AOCNigAXeHHs da3n 2
NOPIBHAHHA ePeKTUBHOCTI Ta 6e3nevHoCTi nepopanbHoro npenapaty AZD9833 i dynBecTpaHTa Y XIiHOK 3
nowunpeHnm ER-no3ntmeHnm HER2-HeraTMBHMM pakoM MOJIOUHOI 3a/103U», Kog, gocnigpkeHHs D8530C00002,
Bepcia 5.0 Big 15 BepecHs 2021 poky; cnoHcop - AcTpa3eHeka Ab, LLBeuis / AstraZeneca AB, Sweden
3asBHuK - TOB «MAPEKCEJ YkpaiHa»



20. NMNopoBXeHHA TPUBAIOCTI KNiHIYHOro BUNPOGYyBaHHA B CBITi Ta B YKpaiHi A0 31 TpaBHs 2023 poKy;
3MiHa Ha3B MicLb NpoBefieHHs K/iHIYHOro BUMPOOGYBAHHA [0 MPOTOKO/Y K/IHIYHOTO AOCHigKEeHHA
«PaHpomizoBaHe, kniHiuHe pocnigpkeHHs Il dasm y BlJ1-1-iHgikoBaHUX NauieHTiB, SKMM MpoBoauniacs
iHTEHCUMBHa Tepanis, AN OUiHKM aHTUPETPOBIPYCHOI akTMBHOCTI CNINOro JikyBaHHA icnartpaBipoMm,
popasipuHom abo gopasipuMHoM/icnaTpaBipoM Mpu MOPIBHAHHI KOXHOT rpynu fikyBaHHA 3 nnauebo, a
TakOX A1 OUIHKA aHTUPETPOBIPYCHOI aKTUBHOCTI, 6e3neku Ta NepeHOCUMMOCTi BIAKPUTOrO iKyBaHHS
JopasipnHom/icnaTpasipom», Kog gocnimkeHHs MK-8591A-019, 3 iHkoprnopoBaHow nonpaskoto 06 Big 08
yepsHa 2021 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», godipHe nignpuemctso «Mepk EHA Ko., [HK.»,
CWA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asiBHUK - TOBaApUCTBO 3 06MEXEHOI0 BignoBigasibHICTI0 «MC/ YkpaiHa»

ambynaTopHo-nonikNiHivyHe BigaineHHs, M. IHINpo

BYJIO CTAJIO
anpektop Yyxanosa I.B. avpektop Yyxanosa I.B.
KomyHanbHe nignpuemcteo | KomyHanbHe nignpunemcTBo
«[JHiNpONEeTPOBCLKNII oGnacHuii LeHTp 3 | «[JHinponeTpoBCbKUii oGNacHWUii  MepgUUHWIG
npodyinaktTukn Ta 6GopoTbOu 3i CHIQomM» | LeHTp coujiasibHO 3Ha4YyLnX XBOpPO6»
JHinponeTpoBCbKOi o6nacHoi pagu, | AHinponeTpoBCLKOI o6nacHoi pagu»,

ambynaTopHo-nonikNiHivyHe BigaineHHs, M. IHINpo

anpekTop MaTkoBCbkuiA |.A.

KomyHanbHe  HekomepLuiliHe
«BiHHMUbKNIA OoGNacHUin  KNiHiuHMA  LieHTp
npodyinaktukn Ta GopoTbOu 3i  CHIifdom
BiHHMUbLKOI o6nacHoi Papgu», amb6ynaTopHo-
nonikNiHivyHe BiaaineHHs, c. bepesuHa, BiHHMLbKWI

niaNnpuMeMcTBO

avpekTop MaTkoBCbKuiA |.A.

KomMyHanbHe  HekomepuiliHe  NigNnPUEMCTBO
BiHHMUbLKOI o6nacHoi Pagn «KniHiuHnii LeHTp
iH(PeKLIHNX XBOPOG6», aMOyN1aTOPHO-NOJIK/iIHIYHE
BigOiNeHHs, c¢. bepesvHa, BiHHUUBKWIA  p-H.,
BiHHMUbKaA 0671.

p-H., BiHHMLbKa 06/.

21. flocbe pocnimKyBaHoro nikapcbkoro 3acody MK-7684 (Biooctonimab), Bepcia 0804BN, Big 05
KBiTHA 2022 p.; MNopoBxeHHA TepMmiHy npupgaTHocTi 3 24 ao 36 MicAuiB ANns AochnigXyBaHOro
nikapcbkoro 3aco6y MK-7684 (Bi6ocTonimat); 3asyuyeHHs A0[ATKOBOI BUPOGHUUOI AinAHKuM Almac
Clinical Services (Ireland) Limited, IpnaHpgis; YkpaiHa, MK-7684A-004, sepcis 1.01 Big 05 TpaBHA 2022
P., YKpalHCbKOIO MOBOIO, iH(pOpMaLifa Ta AOKYMeHT npo iHdopMoBaHy 3rogy ANns nauieHTa o
NPOTOKONY KNIHIYHOIO A0C/iMKEeHHS «BigkpuTe focnimpkeHHsA asn 2 018 ouiHKM 6e3nekn Ta epeKkTUBHOCTI
MK-7684A (komGiHauina MK-7684 [Bi6ocTtonimaG] 3 MK-3475 [nemOponisymaG]) y y4acHukiB 3
peumamByOHMMUN 260 pedhpakTepHUMY FeMaToNoriYHUMM 3/108KICHMW HOBOYTBOPEHHAMM, KOZ, AOCAIAKEHHS
MK-7684A-004, 3 iHkoprioposaHoto nonpaskot 02 Big 20 BepecHA 2021 poky; crnoHcop - «Mepk Lapn eHp,
Joym Kopn.», goyipHe nignpuemcTtBo «Mepk eHg Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

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

22. 3miHa Ha3BU cnNOHcopa KiiHiuHoro Bunpo6ysaHHA AEVI-007-AOSD-101 3 Cerecor, Inc. (LUepekop,
IHK.), CLLUA Ha Avalo Therapeutics, Inc. (ABano TepanbtoTikc, IHK.), CLUA; Bpolwypa aocnigHuka
pocnipkyBaHoro nikapcbkoro 3acody AVTX-007 (MEDI2338), Bepcia 7.0 Big 17 niotoro 2022 poky
aHrNiNcbKOK MOBOIO; 3MiHa 1aGOpPaTOPHOro KoAy AOChifKyBaHOro nikapcbkoro 3aco6by 3 AEVI-007
(MEDI2338) Ha AVTX-007 (MEDI2338); NMoaoBXeHHs1 TepMiHY NpoBeAeHHA K/iHIYHOro BUNpo6yBaHHs B
YkpaiHi o 15 BepecHsi 2023 poKy [0 MPOTOKOMY K/iHIYHOrO AocnimkeHHs «baraToueHTpoBse BigkpuTe
pocnipkeHHs asm 1b gna ouiHku 6e3neyHOCTi, NepeHOCMMOCTI, e(eKTUBHOCTI, (DapMakoKiHETUKM Ta
thapmakoanHamikn npenapaty AEVI-007 y nauieHTiB i3 xBopo6oto CTinna, Wo po3BUHyiacs y Aopoc/iomy
BiLi», koA pocnimkeHHs AEVI-007-AOSD-101, sepcisa 4.0 Big 30 nunHa 2021 poky; cnoHcop - Cerecor, Inc.
(Llepekop, IHK.), CLUA

3aaBHuk - TOBAPUCTBO 3 OBMBEXXEHO BIAMNOBIAANBHICTHO
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

«®PAPMACDBIOTIKA/T PICEPY

BYNO
HaimeHyBaHHs topuanyHoi ocobu/l. I. B. gisnyHoi
ocobu: Cerecor, Inc. (LUepekop, IHk.), CLLUA
M. I. B. KoHTakTHOT ocobu: H. Jeffrey Wilkins
Micue3HaxompKeHHs IpuanYHOT ocobu/micue
NPOXUBaHHSA QDi34HOT 0cobu:

CTANO
HaimeHyBaHHs topuanyHoi ocobu/l. I. B. gisnyHoi
ocobu: Avalo Therapeutics, Inc. (ABano
TepanbloTikc, IHK.), CLUA
M. 1. B. koHTakTHOT 0cobu: Colleen Matkowski
MicLie3HaxoMKeHHS PUANYHOT ocobu/micLe




1500 Liberty Ridge Drive, Suite 321, Wayne, PA,
19087, CLLUA

KoHTakTHUi TenedoH: + 1 610 4575095

dakc: -

Afpeca eneKkTpoHHOT MoLTH:
jwilkins@cerecor.com

NpoXmnBaHHSA thisnyHoi ocobu: 1500 Liberty Ridge
Drive, Suite 321, Wayne, PA, 19087, CLUA
KoHTakTHWi1 TenedoH: +1 610 9754202

dakc: -

Afpeca efieKTPOHHOT NoLTH:
cmatkowski@avalotx.com

23. CkpiHwoTn poaatky gocnimkeHHsa EFC16034 Ha moGinbHuii npucTpiii (IRB Screens), Bepcis Big 27
nnnHsa 2021 poKy, yKpaiHCbKOK MOBOO; CKpiHWOTY AoAatky aocnipkeHHAs EFC16034 Ha MoGinbHUiA
npucTtpiii (IRB Screens), Bepcia Big 24 niotoro 2022 poky, POCiliCbKOIO MOBOI; 3HIMKU €KpaHy 3
nnaHweTta (eCOA) EFC16033/16034/16035/16645: 9HPT eCOA Tablet Screenshots_ 9-HPT Scores,
Bepcia 1.00 Big 29 kBiTHA 2022, aHrNiNiCcbKo MOBOI; 3HIMKM eKkpaHy 3 miaHwerta (eCOA)
EFC16033/16034/16035/16645: CVLTIl eCOA Tablet Screenshots_ CVLT-Il Scores, Bepcia 1.00 Big 29
KBiTHA 2022, aHriicbKolo MOBOIO; 3HIMKM ekpaHy 3 nnaHweTa (eCOA) EFC16033/16034/16035/16645:
SDMT eCOA Tablet Screenshots_ SDMT Scores, Bepcis 1.00 Big 29 KBiTHs1 2022, aHrNilicbKOO MOBOIO;
3HiMkM ekpaHy 3 nnaHweta (eCOA) EFC16033/16034/16035/16645: T25FW eCOA Tablet Screenshots_
T25FW Scores, Bepcia 1.00 Big 29 kBiTHA 2022, aHrNMiNCbKOD MOBOI [0 MPOTOKOMY KAiHIYHOIO
BMNpobyBaHHA «PaHAoMi3oBaHe, noAgiiiHe cnine gocnimpkeHHsa 3 dpasn ANA BUBYEHHS edeKTUBHOCTI Ta
6e3neyHocTi npenapaty SAR442168 y nopiBHAHHI 3 TepudyHomigom (O6amkio®) B ydyacHUKIB 3
peunausytoumu coopmamu poscissHoro ckneposy (GEMINI 2)», kon nocnimpxkeHHs EFC16034, 3 nonpaskowo
05, Bepcisa 1 Big 18 nuctonaga 2021p.; cnoHcop - Genzyme Corporation, USA (xeH3aim KopnopeiwH, CLUA)
3aaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

24. OHOBNEHMA NPOTOKON KiiHiuHOro Bunpo6ysaHHA XPF-008-201, Bepcis 5.0 Big 02 kBiTHA 2022 poKy,
aHrnificbkol MoBOH; JloaaTok Ao 3aranbHoi 6powypu gocnigHuka XEN1101, Bepcis 1.0 Big 16 rpygHs
2021 pokKy, aHrniiicbkolo MoBoOo; IHchopmauisa ana naudieHTa Ta dopma iHchbopmoBaHoI 3rogu, ANs
YkpaiHu, Bepcis 3.0 Big, 28 kBiTHA 2022 poKy, Ha ocHOBI MaiicTep IN®PI3, Bepcis Big 05 KBiTHA 2022 poky,
aHrNiiCcbKOK Ta YKpaiHcbKow MoBamu; [foaatok po IHdopmauii ansa nauieHta T1a dopmu
iHbopmoBaHoi 3roaun, ana YkpaiHu, Bepcis 3.0 Big 28 kBiTHA 2022 poky, Ha OocHOBI maiictep INM®PI3,
Bepcisa Big 05 kBiTHA 2022 poKy, aHrMiNCbKOK Ta YKPAiHCbKOK MOBaMu [0 MPOTOKO/Y KAiHIYHOro
JocnipkeHHs «PaHgomizoBaHe, noAgiliHe-chine, niaueb60-KOHTPO/IbOBaHe, 6araToueHTPOBE A0CAIAKEHHS
0N OUiHKM 6e3nekn, nepeHocumocTi Ta edpekTnBHocTI npenapaTy XEN1101 B SiKOCTi 4ONOMIXKHOT Tepanii npu
eninencii 3 pokanbHMM Ae6TOM, 3 BigKPUTOI NOLOBXEHOI (da3oto», koa gocnimkeHHs XPF-008-201, sepcis
4.2, Big 22 ciuHa 2021 p.; cnoHcop - KceHoH dapmac'toTikan3 IHk., KaHaga/ Xenon Pharmaceuticals Inc.,
Canada

3asaBHUK - TOB «APEHCIA EKCIJTOPATOPI MEAICIH», YkpaiHa

25. Bpouwypa gocnigHuka Rintodestrant (G1T48), Bepcisa 7 Big 06 KBiTHA 2022 poKy, aHrNifiCbKOLO
MoBolo; 3MiHa BignoBiga/IbHOrO AOC/iAHMKA Ta Micusl NPOBeAEeHHA KNiHIYHOro BUMPOOGYBaHHA [0
NMPOTOKOY K/TiHIYHOrO AochifpKeHHA «Bigkpute, 6araToueHTpoBe AoCigKeHHA 1 da3un ans ouiHkn 6e3neku,
NepeHOCUMOCTi, hapMakokiHETMKM Ta nonepeaHbOi NPOTUMNYX/IMHHOT aKTUBHOCTI npenapaty G1T48 npu iioro
3aCTOCyBaHHI y 3pocTalumx fosax y BuUrisfi MoHoTepanii Ta y komb6iHauii 3 Manboumnknibom y XIHOK 3
eCTpOoreH-peLenTop-no3nTuBHUM, HER2-HeratMBHMUM pPO3MNOBCIOMAXEHUM pakoM MOJSIOYHOT 3a/103U», KOA
pocnipkeHHs G1T48-01, sepcia 9.0 Big 26 xoBTHA 2021 poky; cnoHcop - G1 Therapeutics, Inc., MiBHIiYHA
KaponiHa, CLLA

3anBHuK - TOB «APEHCIA EKCI/IOPATOPI MEAICIH», YkpaiHa

BY/NO
K.M.H. Pucnaesa [.E.
ToBapucTBO 3 OOMEXEHO BigNoBigaNbHICTIO
«MeguuHuiAi UeHTp imMeHi akagemika Hpis
MpokonoBuua CnieHKa», BiAgAIN KAiHIYHUX
pocnipkeHb Ne 1, KuiBcbka obnacTtb, Kuneso-
CBATOWMWHCbKWiA paiioH, c. KanitaHiBKa

CTANIO
O.M.H., npodp. Yewyk B.€E.
MeguuHuiA LEeHTP TOoBapucTBa 3 OOMEXEHOI
BignoBiganbHicTiO «ApeHcia Ekcnnopartopi
Megaicin», Bigain KniHivHUX gocnimkeHb, M. Kuis

26. MpoaoBXeHHs1 TepMiHY TPUBAJIOCTI KNIHIYHOro BUNPoo6yBaHHs B YKpaiHi A0 30 uepBHA 2023 poKy A0
MPOTOKOMY K/IIHIYHOrO AOCNifKEHHS «PaHgomizoBaHe, MnoggiliHe cine, 6aratoueHTPOBE [OC/iIKEHHS
ekBiBasiIeHTHOCTI hasu Il y napanensHux rpynax an1s nopiBHAHHA epekTMBHOCTI, 6e3nekn, hapMakoKiHETUKM
Ta imyHoreHHocTi HD204 Ta ABacTVHY® y nauieHTiB 3 MeTacTatuyHuM abo peLmanBHUM HEMTOCKOKTITUHHUM
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HeApPiGHOKNITUHHUM pakoM fiereHby», ko gocnimpxkeHHs SAMSON-II, Bepcis 4.0 Big 26 ntoToro 2021; cnoHcop -
Prestige BioPharma Limited, CiHranyp
3anBHUK - TOB «Kpomocapma YkpaiHa»

27. bpowypa pgocnigHuka IMU -131, (HER-Vaxx) HER-2/neu Peptide Vaccine, BugaHHs 5, Big 22 niotoro
2022 poKy, aHrnificbkoro MoOBOlO; 3MiHAa BigNOBiga/ILHOIO AOCNIAHMKA Ta MiCUA NpPOBeAEeHHSA
KMiHIYHOTO BMNPOGYBaHHSA; JIUCT pO3’ACHEHHA A0 NPOTOKOJy KiiHiuHOro gocnigpkeHHa IMU.ACS.001,
thiHanbHa Bepcia 3 rnoGasibHOI nonpaBkow #4 Big 12 cepnHa 2021 p., Big 28 nwoToro 2022,
aHrNificbKOK MOBOIO 10 MPOTOKOAY KAiHIYHOro gocnigxeHHs «XEPI3OH [HERIZON]: BigkpuTe AoCniakeHHs
1b/2 hasu 3 paHgoMiI30BaHM MeTOAOM Bigbopy y hasi 2 IMU-131 HER2/neu nenTuAHOT BakUMHW Y NOEAHAHHI
3i cTaHOgapTHUM Kypcom XximioTepanii y naujieHTiB i3 HER2/neu rinepekcnpecieo npyu meTactaTU4Hili abo
PO3NOBCIOMKEHI afeHOKapLMHOMI LWIYHKY abo racTtpoe3odiareasisHOro Bigginy», Kof AOCAILKEHHS
IMU.ACS.001, dhiHanbHa Bepcia 3 rnobasibHOK nonpaskoto #4 Big 12 cepnHA 2021 p.; cnoHcop - «IM'Io0KNH
Nimiteg» (Imugene Limited), AscTpanis

3anBHUK - TOB «ApeHcisa EkcnnopaTopi MegiciH», YkpaiHa

BYNO CTA/O
K.M.H. Pucnaesa [.E. A-M.H. Yelwwyk B.€.
MeauyHuii UeHTp ToBapucTBa 3 OOGMEXeHOW | MegUYHUIA LEHTP ToBapucTBa 3 OOMEXEHON
BignoBiganbHicTiO «<KoMmnaHia «AfoHic», Bigain | BignoBiganbHicTIO  «ApeHcia  Ekcnnopartopi
KNiHiYHUX pgocnigkeHb Nel, KuiBcbka o6Gnactb, | MegiciH», Bigain KniHiYHMX gocnimkeHb, M. KuiB
KneBo-CBATOWWHCBbKUIA paiioH, ¢. KanitaHiBka

28. 3miHa BignoBiganbHOro AocnigHMKa B Micui NnpoBeAeHHs BUNPOOYBaHHA [0 NPOTOKOY K/iHIYHOTO
pocnipkeHHss «<PRESERVE 1: ®asa 3, paHaomizoBaHe, NofgiiiHe cnine AOCAIMKEHHS Tpunauuknioy y
NOPIBHSAHHI 3 Nf1aLe60 y NauieHTiB, siki OTPMMYHOTb Tepanito i3 3actocyBaHHAM FOLFOXIRI/6eBaum3ymaby ans
NiKyBaHHS1 MeTacTaTUYHOrO KOSIOPEKTasIbHOro paky», Kog gocnigpkeHHa G1T28-207, sepcia 3.0 Big 07 nunHs
2021 poky; cnoHcop - G1 Therapeutics, Inc., United States

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

BYNO CTANNO
O.M.H., reH. gupektop Ckopwii A.l. 3aB. BigaineHHsA InbiH €.0.
KomyHasbHe HekomepLUiiHe nignprMemcTso | KoMmyHanbHe HekomepLUiHe nignpMeEMCTBO
«O6nacHuii  LEeHTP  OHKONOrii», OHKOXIpypriuHe | «O6acHWi  LEHTP  OHKOJIOrii»,  OHKOXipypriuHe
Big4i/TeHHA LL/TYHKOBO-KULLIKOBOTO TpakTy, | BiggineHHs LL/TYHKOBO-KULLIKOBOTO TpakTy,
M. XapkiB M. XapkiB

29. bpouypa gocnigHuka GSK3196165 (OTinimao), Bepcis 12 Big 03 6epe3HA 2022 poKy, aHIiNCbKOK
MOBOIO /10 NPOTOKO/IB K/iHIYHMX AOCNimXKeHb: «52-TWKHEBe, GaraToLEeHTpoBe, paHAOMi3oBaHe, NoAgiiHe
cnine gocnigxeHHs asun 3 Ans OLiHKN eeKTUBHOCTI Ta 6e3neyvHocTi npenapaty GSK3196165 y kombiHauii 3
METOTPEKCATOM Y NOPIBHAHHI 3 Nnauebo i TohaynTUHIGOM Y NaLiEHTIB 3 aKTUBHUM peBMATOiAHNM apTPUTOM
cepefHbOoro Ta TSXKKOrO CTYMNeHs, fki MasM HeJoCTaTHK BifnoBiAb Ha NiKyBaHHA MeETOTPeKcaToM», KOof
pocnipxkeHHa 201790, 3 nonpaskoto 02 Bif 21 ciuHA 2020 poky; «baraTtoueHTpoBe LOBIOCTPOKOBE PO3LUNPEHE
OOCiMKEHHS 3 OLiHKM 6e3neyHOCTi Ta edpekTMBHOCTI NpenapaTy GSK3196165 npu fikyBaHHI peBMaToigHOro
apTpuTy», Kog pocnigpkeHHa 209564, Big 14 xoBTHA 2019 poky; cnoHcop - GlaxoSmithKline Research &
Development Limited, United Kingdom

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

30. Bpowypa gocnigHuka Ensanytamig (MDV3100), BugaHHs 13 Big 09 kBiTHA 2022 poKy, aHI1iACbKOKO
moBoto; fopatok 1 «JfoBigkoBa iHthopmauis npo 6Gesneky (RSl)» po Bpowypun pocnigHuka
EnsanyTtamig (MDV3100), BugaHHa 13 Big 09 KBiTHA 2022 poKy, aHrIiicbKOo MOBOKO; JoAaTtok 2
«Pe3ome iHAUBIgyanbHOro pocnigpkeHHsa» Ao Bpowypu pocnigHuka EH3anytamig (MDV3100),
BugaHHAa 13 Big 09 KBiTHA 2022 poOKy, aHrNiiCbKOK MOBOI 0 NPOTOKO/Y KNiHIYHOTO A0CAiAKEHHS
«[ocnipxeHHs «PROSPER»: MixHapogHe, paHOoMi30BaHe, NoAgiliHe cnine, nnaueb0-KOHTPOsibOBaHe
pocnimpkeHHs a3 3 Ansa  OuiHKM  edpeKTUMBHOCTI Ta 6e3nedvHoCcTi eHsanytamigy Yy nauieHTiB 3
HemeTacTaTMYHUM KacTpaT-pe3ncTeEHTHUM pakoM nepeaMixypoBoi 3an103u», kog fgocnimpkeHHs MDV3100-14
(C3431005), Bepcis 5 Bif 26 ciuHsa 2018 poKy 3 iHKOpNOpPOBaHOK NONPaBKoto 4; CNOHCOop - «MeaiBeiLwH, IHK.»
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(Medivation, Inc.), Ao4ipHSA KOMMaHis, Lo nepebyBae y NOBHI BacHOCTI komnaHii «lMdaiizep IHK.» (Pfizer
Inc.), CLUA (Medivation, Inc., a wholly owned subsidiary of Pfizer, Inc., USA)
3aaBHuK - Mignpuemctso 3 100% iHo3eMHoto iHBecTuuieto «ANK'IOBIA PAC Ykpaina»

31. bBpouwypa pocnigHuka AochnigKyBaHOro Jiikapcbkoro 3aco6y RO05333787/ ENSPRYNG
(Satralizumab), Bepcis 13 Big KBiTHA 2022 p., aHI1IACBLKOIO MOBOIO [0 NPOTOKOJTY KIHIYHOMO AOCAIAKEHHS
«BAFATOUEHTPOBE BIOKPUTE HEKOHTPO/IbOBAHE AOCNIIKEHHA ®A3M Il ANA  OUIHKA
®APMAKOKIHETUKW, EQEKTUBHOCTI, BE3NEYHOCTI, MEPEHOCVMOCTI TA ®APMAKOANHAMIKA
CATPANIBYMABY Y TALIEHTIB AUTAYOIoO BIKY 13  3AXBOPKHOBAHHAM  CNEKTPY
OMNTMKOHEBPOMIENITY 3 AHTUTIIAMU OO AQP4», ko pocnimkeHHs WN41733, sepcisa 2 Big 09
nuctonaga 2021 poky; cnoHcop - «®. XogdmaHH-/1a Pow fita» (F. Hoffmann-La Roche Ltd), LLBeiyapis
3aaBHUK - ToBapncTBo 3 O6MexeHo BignosigansHicTio «kKoHTpakTHO-AocnigHnubka OpraHisauis IHHodapM-
YkpaiHa»

32. OHOB/EHMIA NPOTOKOJ1 K/iHIYHOrO BUNpoG6yBaHHA CX842A2201, Bepcis 3.0 3 nonpaskoto 2.0 Big, 25
noTtoro 2022 poky; IHhopmauis ansa nauieHTa i Popma iHhopMoBaHOi 3rogu Ans yyacTi B KNiHIYHOMY
HayKoBOMY AocnimkeHHi, Mogenb ana YkpaiHu, Bepcisi 3.0 Big, 28 kBiTHA 2022 poKy, YKpaiHCbKOIO Ta
POCIACbKOI0 MOBaMu [0 NPOTOKO/TY KNiHIYHOIO BUNPoOyBaHHA «PaHgomi3oBaHe, 3 MOABINHOL) iMiTaujiero Ta 3
aKTVBHUM KOHTPO/IEM AN Nigdbopy A03u, NoABiiHE cAine AOC/iAKEHHS Y NaLieHTIB 3 epo3nBHMM e3odiariTom,
CrpuUYMHEHMM racTpoe3odiareasibHOK pedtokcHo xBopoboto (FEPX), ctyneHs C a6bo D 3a Jloc-
AHDKENECbKOK Knacudiikalieto, a TakoX Yy NauieHTiB 3 NPUHaMMHI YaCTKOBUMM CUMMATOMamMy €pOo3MBHOI0
e3odparity, cnpuumHeHoro NEPX, ane 6e3 3aroeHHsi 3a pesyNbTaToM eHAOCKOMNIYHOro AOCAiMKEHHS Micns
OTPUMaHHS HUMW 8-TUXKHEBOTO KYpCY 3aroloBasibHOT CTaHA4apTHOI Tepanii iHri6iTopom npoToHHOT nomnu (INT),
3a4/1 BUMBYEHHs 6e3MevyHOCTi Ta NepeHOCMMOCTI JiKyBaHHS, LWBWMAKOCTI 3aroloBaHHA eposiii nicns
3acTocyBaHHA X842 abo naHconpasosy NpoTArom 4 TUXHIB, a TakoX Xapaktepy 3MiH CMMNTOMIB NPOTATOM
HacCTYMHOro 4-TMXXHEBOTO nepioAy NiKyBaHHS slaHCoNpPasoiom», Kog focnigpkeHHa CX842A2201, sepcisa 2.0 3
nonpaskoto 1.0 Big 19 nunHA 2021 poky; cnoHcop - «CiHknyc ®apma AlM», Leeliuapis/ Cinclus Pharma AG,
Lisenuapis

3aasHuK - TOB «MAPEKCE/T YkpaiHa»

33. OHoBneHu MpoToKon KniHiuHOro gocnimkeHHsa AMUC-2023, pegakuisa 4.0, nonpaBka 3 Big 03
G6epe3HA 2022 p.; CMHONCUC OHOBJIEHOrO NPOTOKOJ1Y KAiHIYHOro gocnigpkeHHA AMUC-2023, pegakuis
4.0, nonpaBka 3 Big 03 6epe3Hs 2022 p., ocTaTOUYHUIA NepeKknag, 3 aHIMINCbKOT MOBU Ha YKpPaiHCbKY
MoBY Bif, 14 kBiTHA 2022 p.; IHhopMauia ana nauieHTa Ta popma iHhopMoBaHOT 3rogn, ocTtaTtoyHa
pepakuia 2.0 gna Ykpaiiu Big 04 TpaBHA 2022 p., ocTaTOYHUI Nepeknaj 3 aHrniiicbkoi MOBU Ha
YKpaiHCbKy MOBY Big 13 TpaBHs 2022 p., ocTaTOUYHMIT NepeKknag 3 aHrNilicbKoi MOBU Ha POCIiiCbKy MOBY
BiA 13 TpaBHsA 2022 p.; IHCTPYKLiA i3 3acTOCYBaHHA A0CAiAKyBaHOro npenapary, octaTtoyHa pefakuis
Ne2 aHrniiicbkoto moBoIo Bif 13 KBiTHA 2022 p., ocTaTOUHMIT Nepeknag yKpaiHCbKOK MOBOIO Bif 22
KBiTHA 2022 p., ocTaToO4HWUiIA nNepeknag Ppociicbkolo MoBol Big 20 kBiTHA 2022 p.; Aocbe
pocnipxyBaHoro nikapcbkoro 3aco6y (IMPD) MT-1303 Capsules 0.2 mg and 0.4 mg, pegakuis 3.0 Big,
ciyHA 2022 p.; /IncT-po3’ACHEHHs1 KoMnaHii-cnoHcopa Big 02.05.2022 p. CTOCOBHO 3anpoBafKeHHSs
TEPMIHOBUX 3axodiB 3 Oe3nekun B YKpaiHi A0 NPOTOKOAY KiiHiuHOro pocnigpkeHHa AMUC-2023,
pepakuia 4.0, nonpaBka 3 Big 03 Gepe3sHA 2022 p. A0 NPOTOKOAY KNIHIYHOTO BUNPOBYBAHHS
«PaHgomizoBaHe noABiiiHO cnine nnauebo-KOHTPosiboBaHe AochifgkeHHs |l ¢asu, Wwo npoBoAMTbLCS B
napanenbHUX rpynax nawieHTiB i3 IErknM i CepegHbOTSXKUM NepebiroM BUPa3KoBOro KOJITY 3 METOH OLLHKM
ethekTnBHOCTI Ta 6e3neyHocTti amicenimogy (MT-1303)», kog pocnigpkeHHs AMUC-2023, pepakuis 3.0,
nonpaeka 2 Big 03 rpygHsa 2020 p.; cnoHcop - «Canikc ®apmac'toTikan3 |HkopnopenTted» [Salix
Pharmaceuticals, Inc.], agininoBaHa komnaHisa «bayw Xenc KO-Ec, /I/IK» [Bausch Health US, LLC], CLLA
3anBHuK - TOBAPVCTBO 3 OBMEXXEHOIO BIAMOBIAA/BHICTIO «Ml EC AN-YKPAIHA»

34. OHOBANEHNIT NPOTOKOJ KNiHiYHOrO gocnigkeHHsa C16019, Bepcis i3 nonpaBkoto 04 Big 22 nuctonaga
2021 p., aHrniicbkolo MOBOK; 3MiHa Ha3BW Ta KOHTAKTHUX AaHux CnoHcopa; IHcopmauia ans
nauyieHTa Ta chopma iHpopmoBaHoOi 3rogu ans YKpaiHu, aHrnifickkoro mMoBolo, Bepcis 8.1 Big 15
6epesHa 2022 p.; IHdopmauis ana nadieHta Ta dopma iHopmoBaHOi 3rogu ANA  YKpaiHu,
YKpaiHCbKOIO MOBOI, Bepcia 8.1 Big 15 Gepes3Hsa 2022 p.; IHopmauisa ana nauieHTa Ta copma
iHbopmoBaHOi 3roan ansa YKpaiHu, pociiicbkoio MoBoto, 8.1 Big 15 GepesHs 2022 p. A0 NPOTOKOAY
KMIHIYHOTO JocnigpkeHHs «PaHAomi3oBaHe, niaueb0-KOHTPO/IboBaHe, NOABIiHE cnine AoChifpKeHHs da3un 3
NiaATPUMYUOro fikyBaHHS Ikcazomioom Liutpatom (MLN9708) A1 nepopasibHOro 3aCTOCYBaHHSA Y NaLieHTIB
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3 MHOXWHHOIK MIE/IOMOI0 NIC/A TpaHCMIaHTauil ayTonoriyHnX CTOBOYPOBUX KNITUH», KOA, [AOCHiIKEHHS
C16019, 3 nonpaskoto 03 Big 28 ntotoro 2019 p.; cnoHcop - Millennium Pharmaceuticals, Inc., USA (CLLA)
3aaBHUK - ToBapncTBo 3 O6MexeHo BignosigansHicTio «kKoHTpakTHO-AocnigHnubka OpraHisauis IHHodapM-

YkpaiHa»

BYNO

CTAJNI0

HaimeHyBaHHA topugnyHoi ocobu/MN.1.6. disnyHoi
oco6bu: Millennium Pharmaceuticals, Inc., USA
(CLWIA)

I 1.6. koHTakTHOT ocobu: Tatiana Ishida
Micue3HaxomKeHHs IpUANYHOT ocobu/micue
NpoXuBaHHSA dhisnyHoi ocobu: 40 Landsdowne
Street, Cambridge, MA, 02139, United States
KoHTakTHWi1 TenedoH: +1 617 6797000

®axc: +1 617 5513742

AZlpeca efieKTPOHHOI NoLwTH:
Tatiana.lshida@Takeda.com

HaimeHyBaHHs topuanyHoi ocobu/MN.1.6. diznyHoi
ocobu: Takeda Development Center Americas,
Inc. (CLLUA)

M I.6. koHTakTHOI oco6bu: Julie Dixon
Micue3HaxopKeHHs PUAMYHOT ocobu/micue
NpoXmnBaHHS hisnyHoi ocobu: 95 Hayden Avenue,
Lexington, MA, 02421, United States
KoHTakTHWUi1 TenedpoH: +1 617 6797000

dakc: +1 617 5513742

Apeca eNneKTPOHHOI NoLTHn:
Julie.Dixon@Takeda.com
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