JopaTtok

«Mepenik cyTTeEBMX MOMNpaBOK A0 MPOTOKONIB K/iHIYHUX BUNPOGYBaHb, PO3rAsHYTUX Ha 3acifaHHi
HTP Ne 46 Big 30.12.2021, Ha siKi 6yn11 oTpUMaHi NO3UTUBHI BUCHOBKMN €KCNepTiB.»

1. TUTYNbHI CTOPIHKN A0 3pa3KiB MapKyBaHHSA Yy BUrNsAAi 6ykneTy AN NnepBUHHOIT | BTOPUHHOT yNakoBKU
pocnigxyBaHoro npenapaty MocyHety3yma6 (Mosunetuzumab) po3uvHy Agns NigWKIPHUX iH €KL
5mr/0,5mn, Bepcia Big 14 nunHa 2021, aHrAiACbKOK MOBOL; TUTY/IbHI CTOPIHKM [0 3paskiB
MapKyBaHHA Yy BUrnagi oykneTty Ana nepBUHHOT | BTOPUHHOI YNAKOBKU AOC/iAXyBaHOro npenapary
MocyHeTy3yma6 (Mosunetuzumab) po3unHy A NigWwKipHUX iH ekwivi 45mr/l mn, Bepcisa Big 14 nunHa
2021, aHrniuncbkow MOBOW; TUTY/IbHI CTOPIHKM A0 3pas3kiB MapKyBaHHA y BUrnagi oyknety ans
NepBUHHOI i BTOPMHHOI YNaKOBKU AOCAigKXyBaHOro npenapary Po3uumHHMK gnsa MocyHeTy3ymaoy
(Mosunetuzumab diluent) po3uuH ansa BHYTpPilWHLOBEHHUX a60 NiAWKIPHUX iH'eKLi 35 MmN, Bepcis Big
25 yepBeHb 2021, aHrMiiCbKOK MOBOLO; TUTY/bHI CTOPIHKM [0 3pa3kiB MapKyBaHHs Yy BUrNAAi GykneTty
ONA NepBUHHOI i BTOPMHHOI YNaKoBKW pAochifmkyBaHoro npenapaty Touunisyma6 (Tocilizumab)
KOHLIEHTpAaTy AJ/1f NPUroTyBaHHSA PO3UMHY A1 BHYTPILWHbOBEHHUX iHY3ili 200 mr/10 mn, Bepcis Big 25
TpaBHA 2021, aHIMINCbKOKD MOBOK [0 MPOTOKO/Mly  KAIHIYHOTO  gocrimkeHHa «®A3A  IB,
BAFATOLEHTPOBE, BIOKPUTE AOCHIIKEHHA 3 ECKAMAUIED [A03M 3 METOKO OLUIHKA
BE3MEYHOCTI, MEPEHOCUMOCTI, ®APMAKOKIHETUKN | SAPMAKOAVHAMIKA MIAWKIPHOIO
BBEAEHHA MOCYHETY3YMABY B YYACHUWKIB 3 CUCTEMHMM YEPBOHVM BOBYAKOM», ko
pocnipkeHHss GA43191, Bepcis 2 Big 12 cepnHs 2021; cnoHcop - F. Hoffmann-La Roche Ltd, Switzerland / ®.
XodhdhmaHH-/15 Pow /114, LBeiiyapis

3asaBHUK - TOB «APEHCIA EKCIJTOPATOPI MEAICIH», YkpaiHa

2. KopoTka XxapaKkTepucTuKa fikapcbkoro saco6y Capecitabine (Xeloda) Big 07 BepecHsa 2021 p,
aHrniicbkolo mMoBolo; IHhopmauiiiHuii NUCcToK nauieHTa i chopma iHchopmoBaHOiI 3rogu, YKpaiHa,
Bepcia 3/1/0 Big 28 »oBTHA 2021 p. (Ha ocHoBi MacTtep Bepcii 3/0/0 Big 15 BepecHs 2021 p.)
aHrNifcbKOK Ta YKPAIHCbKOK MOBamu; AAMiHICTPATUBHI 3MiHM MPOTOKONY Ta PO3’ACHEHHA ANA
pocnipkeHHa C4221015 Big 06 >xoBTHA 2021 p. pOKy aHrnilicbkoo MOBOK; KopoTka xapaKrepucTtuka
nikapcbkoro 3aco6y Irinotecan (Campto) Big 14 uepBHA 2021 p. aHrnilicbkoio MOBOW; JlucT Ao
pocnigHuka (Dear Investigator Letter (DIL)) Big 02 nuctonaga 2021 p. aHrAilicbko MOBOIO [0
NPOTOKONY K/IHIYHOrO BUNPOOYBaHHA «BigkpuTe GaraToLEeHTPOBE paHAoMi3oBaHe AO0CAiMKeHHS 3-i chasu
nepwoi niHii Tepanii eHKkopageHiGoM 3 LeTyKcuMaGoM y NOeAHaHHI 3 XxiMmioTepanielo abo 6e3 Hel B
MOPIBHAHHI 3i CTaHO4APTHUM J/liKyBaHHAM 3 BBIAHOK (da30t0 A5 OUiHKM 6e3neyYyHOCTi 3acTOCyBaHHS
eHKopadeHidy Ta ueTykcumaby 3 ximioTepanieto y nauieHTiB i3 MmeTacTaTUYHUM KO/IOpeKTa/iIbHUM PakoMm i3
myTauieto BRAF V600E», kog gocnigkeHHs C4221015, nonpaBka 3 A0 NPOTOKony Big 24 nioToro 2021 poky;
cnoHcop - MNdpainzep IHk., CLUA

3anBHuK - MNdpainzep IHk., CLUA

3. NonpaBka A0 AoOCbe AOCiMKYBaHOro nikapcbkoro saco6y R0O7247669 (PD1-LAG3), po3uuH ansa
BHYTPilWWHbOBEeHHUX iHY3iii, 50 mr/mn, Bepcia Big cepnHAa 2021 p.; 3miHa Micus npoBefeHHs
KMiHIYHOro BUNPOGYBaHHSA [0 NPOTOKO/TY K/iHIYHOIO JOCNIMKEHHS «PaHaoMi30BaHe, chine, KOHTPO/IbOBaHe
aKTMBHVM npenapaTtoM AOoCNifKeHHS dhasn |l, Wwo npoBoANTLCA Y TPbOX rpynax, 3acToCyBaHHs npenapary
RO7121661, PD1-TIM3 6icneuundiuHoro aHtuTing, Ta RO7247669, PD1-LAG3 6icneundivyHoro aHtuTina, y
MOPIBHSAHHI 3 HIBO/lyMaboM Yy MauieHTIB i3 NOWMPEHO ab0 MeTacTaTUUYHOK NSIOCKOKNITUHHOK KapLUHOMO
cTpaBoxopy», Koa agocnigpkeHHs BP42772, sepcis 2 Big, 21 BepecHs 2021 p.; cnoHcop - d.XotdhdMaHH-/151 PoLu
Ntp, Weeiiuapis

3aaBHUK - TOBApPUCTBO 3 OOMEXEHOI0 BifNoBiAa/IbHICTIO «PoL YKpaiHa»

BY/NO CTANO
O.M.H., npod. JinceHko C.A. O.M.H., npod. JinceHko C.A.
KomyHasbHe HekoMepLiiHe nignpueMcTBo | KoMmyHanbHe HekoMepLiiHe nignNpUeMCTBO

«[MofiNbCbKMA  perioHasIbHUIA  LEHTP  OHKOAOTiT | «MOAiIbCbKUA  PEriOHa/IbHWIA  LLEHTP  OHKOJOTiT
BiHHUUBKOT 06nacHOi Pagu», ximioTepanesTuyHe | BiHHMUBKOT o6nacHoi Paau», XiMmioTepaneBTUYHE
BiAA4INEHHS, M. BiHHMUA BigAiNeHHs, BIHHULbKWIA HaLiOHaIbHUIT MeaUYHWIA
yHiBepcutet im. M.l. MNuporoea, kadcegpa
npomMeHeBOI AiarHOCTUKU, NPOMeHeBOI Tepanii Ta
OHKonorii, M. BiHHMUA




4. BKNIOYEeHHs A0AAaTKOBOro BUpPOOHMKa nnaue6o go Tacgacutamadé (INCMOR00208) (dizionoriuHuii
po3uunH, HaTpito xnopug 0,9%), po3unH ans iHdysin: TOB cdipma «HoBochapm-BiocnHTes», YKpaiHa;
Label for Sodium chloride INCMOR0208-301 study/ CnpoluieHe MapKyBaHHAA AN HaTpito
xnopug INCMOR0208-301, yKpalHCLKOIO MOBOK [0 [MPOTOKO/lY  KAiHIYHOTO  BMNPOBYBaHHSA
«BbaraToueHTpoBe, paHAOMI30BaHe, MOABiHe-criine, nnaueb0-KOHTPO/IbOBaHe [OCMIMKEHHS ha3m 3 ans
ouiHKN ecdpekTBHOCTI Ta 6e3neyHoCTi koMGiHauii Tadhacutamady Ta neHanigomigy B MNOEHAHHI 3
pUTYKCMMaboM MOPIBHAHO 3  JIEHaTAOMIAOM Yy  MOEAQHAHHI 3  PUTYKCMMaboM y  nauieHTiB i3
peumamsytoyoto/pedhpaktepHoto (P/P) donikynspHoto nimdomoto Big 1 fo 3a ctyneHsa abo P/P nimcomoro
MapriHasibHOI 30HW», Koa gocnipkeHHs INCMOR 0208-301, npoTokon Bepcist 3 3 iHKOPNOPOBaHOK NOMpPaBKo
2 Big 16 rpyaHsa 2020p.; cnoHcop - IHcanT KopnopeiiwH [Incyte Corporation], CLUA

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

5. bpouwypa gocnigHuka ana pocnigkyBaHoOro nikapcbkoro sacooy AZD9833, BugaHHA 4.0 Big 01
nucrtonaga 2021 poky; OHoBneHi cekuii Posginy 2.6 «PestoMe p[OKMIHIYHUMX pAaHux» [locbe
pocnipxyBaHoro nikapcbkoro 3aco6y AZD9833: Cekuia 2.6.1. Bctyn, Big 18 oBTHA 2021 poky
(aHrnificbkoro MoBoO10); Cekuis 2.6.2. Pe3tome chapMakonoriyHnx gaHux y Tekctosomy copmari, Big 18
XOBTHA 2021 pokKy (aHrniicbkoro MoBoo); Cekuis 2.6.3. Pestome hapmakonoriyHMx gaHux y Burnagi
Tabnmub, Big 18 )xoBTHA 2021 poKy (aHr1iicbKo0 MOBO10); Cekuist 2.6.4. Pe3tome hapMaKOKiHETUYHUX
[aHnx y TekctoBomy chopmari, Big 14 oBTHA 2021 poKy (aHrnilicbkoto MoBo10); Cekuif 2.6.6. Peslome
TOKCUKOJIOFNYHUX AaHUX Yy TeKcToBoMy chopmari, Big 13 OBTHA 2021 poKy (aHrniiicbKo MOBOLO);
Cekuia 2.6.7. Pe3loMe TOKCUKOJIONYHMX JaHUX Yy BUrnagi taénuub, Big 18 »oBTHA 2021 poky
(aHrniiicbkoo MoBOIO); IHhopmauisa npo gocnigpkeHHA Ta chopma iHhopmoBaHoi 3rogn, Mogenb ans
YkpaiHu, Bepcia 5.0 Big 01 rpyaHs 2021 poky (YKpalHCbKOI Ta pOCiliCbKOK MoOBamMu) [0 MPOTOKO/Y
KniHiYHOro BUNpo6yBaHHA «SERENA-2: PaHfoMmi3oBaHe, BigkpuTe, y napanesbHuUX rpynax, baratoleHTpose
JocnimpkeHHa dasn 2 nopiBHAHHA eeKkTUBHOCTI Ta 6e3neyvyHocTi nepopasibHoro npenapaty AZD9833 i
®ynBecTpaHTa Yy XIHOK 3 nowmpeHnm ER-no3utnBHMM HER2-HeraTMBHWM pakoM MOJIOUHOI 3as103U», Kof4,
pocnipkeHHa D8530C00002, sepcia 5.0 Big 15 BepecHa 2021 poky; crnoHcop - AcTpa3eHeka Ab, LLseuis /
AstraZeneca AB, Sweden

3aaBHuK - TOB «MAPEKCE/ YkpaiHa»

6. OHoBneHun Mpotokon KniHiuHoro gocnimxkeHHa KAR-009, Bepcia 1.2 Big 09 cepnHa 2021 p.;
Bpowypa AocnigHuka, Bepcia 9.1 Big 11 XoBTHA 2021 p. aHrnilicbKold MoBOK; OCHOBHa thopma
iHcbopmoBaHoOi 3rogu, Bepcia 4.1.0 Big 25 OBTHA 2021 p. YKPAIHCbKOKO Ta POCIACLKO MOBaMu [0
NPOTOKONY  KMiHIYHOrO  AocnipkeHHs «PaHgomizoBaHe, nofgiiHe cnine, nnaue60-KoOHTpPosiboBaHe
baraToLeHTpoBe AOCNiMpKEHHS 3 ha3un, ke NPOBOAMTLCA Yy MNapasiesibHUX rpynax 3 MEeTOH  OLjiHKM
edpekTnBHOCTI Ta 6e3nekn npenapaty KarXT y fJopocnux nauieHTiB 3 Wn3odpeHieto 3a kputepiamm DSM-5,
rocnitaslizaoBaHuMx 3 rocTpuM MNCUXOTUYHUM po3nagom», kog pocnimkeHHs KAR-009, sepcia 1.1 Big 23
nuctonaga 2020 p.; cnoHcop - Karuna Therapeutics Inc., United States (CLUA)

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

7. Bpowypa pgocnigHuka AocCnigjKyBaHOro nikapcbkoro 3acoby JNJ-63723283 (Uertpenimab
(Cetrelimab)), Bepcis 6 Big 14 xoBTHA 2021 poKy aHININCbKOIO MOBOI; [OCbE [OCAiIAKYBaHOIO
nikapcbkoro 3acooy JNJ-17000139 (FemuitaGiH (Gemcitabine) 225 mr, cucrema iHTpaBe3uKaJibHOI
poctaBkn (TAR-200)), Bepcia 6.0 Big 15 »oBTHA 2021 poOKy aHrIiNCbKOO MOBOW; [ocbe
pocnipkyBaHoro nikapcbkoro 3acooy JNJ-63723283 (Lietpenimao (Cetrelimab)), Bepcia 11.0 Big 17
yepBHA 2021 poOKy aHIMiiCbKOK MOBOK; 3asjlyueHHA [04aTKOBUX BUPOOHUYUUX AiNAHOK Ans
pocnipkyBaHoro sikapcbkoro 3aco6y TAR-200 (JNJ-17000139; remuitaGiHy rigpoxnopug,
(gemcitabine hydrochloride)); (TAR-200, e€guHWIA UinicHU KOMGIHOBaHMW npenapar, SAKWiA
CKNajaeTbCs i3 NiKAPCbKOro 3acoGy Ta MPUCTPOLO, PO3POGJIEHUIT SIK cucTemMa iHTpaBe3uKasibHOT
[OCTaBKU npenaparty, MiCTUTb MiHiTaGseTku reMuurtadiHy (225 Mr, ekBiBa/IeHT BiflbHOI OCHOBM) i
OCMOTUYHI MiHiTAG/IETKN i3 CEeUOBMHOW. EAVHUIA UinicHUIA KOMGIHOBaHWiA npenapart, AKWIA
CKNagaeTbes i3 NiKapCbKOro 3acoGy Ta NPUCTPOLO, yNakoBaHUIA pa3oM i3 ceHOBUM KateTepom); 225 wr,
eKBiBas1eHT BiflbHOi ocHoBU: BSP PHARMACEUTICALS S.P.A., Via Appia Km 65,561, Latina Scalo (LT),
04013, Itania; Catalent Pharma Solutions LLC, 10381 Decatur Road, Philadelphia, Pennsylvania (PA)
19154, CLLA; Catalent Germany Schorndorf GmbH, Steinbeistrasse 1-2, 73614 Schorndorf, HimeuuuHa;
NACS, Inc., 14640 Buchanan St. NE, Ham Lake, MN 55304, CLLUA; SGS-India Private Limited, Plot No. A
773IA 772, MIDC, TTC Industrial Area, Koperkhairane, Navi-Mumbai-400 701, Ingis; Fisher Clinical
Services, 7554 Schantz Road, Allentown, PA 18106, CLUA; Fisher Clinical Services GmbH,
Steinbeuhlweg, 69, 4123 Allschwil, LLBeliyapis; Fisher Clinical Services UK Limited, Langhurstwood
Road, Horsham, West Sussex RH12 4 QD, Cnony4yeHe KoponiBcTBO; 3a/lyuyeHHA [0[aTKOBUX
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BUPOOHMUNX AiNAHOK ANS  AOocnifKyBaHOro nikapcbkoro 3aco6y Lietpenima6é (Cetrelimab)
(JNJ-63723283; LleTpenimat); niochinisoBaHunii NpoAyKT ANA NPUroTyBaHHA po3uunHy; 240 mr: Catalent
CTS, LLC, 10245 Hickman Mills Drive, Kansas City, MO 64137, CLLUA; Catalent Pharma Solutions LLC,
10381 Decatur Road, Philadelphia, Pennsylvania (PA) 19154, CLLUA; Catalent Germany Schorndorf
GmbH, Steinbeistrasse 1-2, 73614 Schorndorf, HimeuunHa [0 NPOTOKO/Y K/IHIYHOTO [OCAIIKEHHS
«baratoueHTpoBe paHAOMi30BaHe AOCNiMKeHHA dha3n 3 ANns ouiHkM edekTuBHocTi npenapaty TAR-200 B
KoMOGiHaLii 3 ueTpeniMabom y MOPIBHSAHHI i3 CYMyTHbOK XiMiopagioTepamnield B y4acHWKiB i3 M'A30BO-
iHBA3MBHOIO YpOTe/iasibHOK KapLMHOMOIO CEHOBOro MiXypa, SKUM He NPOBOAWN paavKasibHY LIUCTEKTOMIKO»,
Koa pocnimkeHHs 17000139BLC3001, 3 nonpaBkow 2 Big 02 cepnHa 2021 poky ; CnoHcop - Janssen
Pharmaceutica NV («fAAHcceH ®apmaueBTrka HB»), benbris

3aaBHnKk - TOBAPWCTBO 3 OBMEXEHOI BIAMNOBIJANBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLIVNENTC YKPAIHA» (TOB «®PA YKPATHA»)

8. 3anyuyeHHA gopaTKOBUX Micub MPOBeAEHHA KNiHIYHOro BUMPOOYBAaHHA [0 MPOTOKONY K/iHIYHOrO
pocnigxeHHs «baraToueHTpoBe paHAoMi3oBaHe NoABiliHO cnine gocnimxkerHs Il haswn, wo npoBoanTbeA 3
METO OLiHKN edheKTUBHOCTI, 6e3nedHocTi Ta nepeHocumMocTi npenapaTy IMU-838 y nopiBHAHHI 3 nnaue6o
npyu NiKkyBaHHI A0pPOCANX NauieHTIB i3 peunanBytouMM po3CiSHUM  Ckiepo3oM (KOL4OBe MO3HAYeHHS:
ENSURE-1)», kog, gocnigpkeHHs P3-IMU-838-RMS-01 (ENSURE-1), chiHasibHa Bepcis 2.0 Big 10 cepnHs 2021
p. ; CNOHCOP - «IMMYHIK Al» [Immunic AG], HimeuunHa

3asBHIK - TOB «BOP/IABANL KMIHIKA TPAINC YKP»

Ne M.l1.6. BignoBiga/IbHOro AocnigHMKa

n/n Ha3Ba MicLs NPOBEAEHHS KMiHIYHOro BUNPOOYBaHHSA
1 K.M.H. Umup I".C.
KoMyHanbHEe HekomepujiiHe nignpneMcTBo «O6sacHa KhiHiYHa nikapHa |BaHO-PpaHKiBCbKOT
06/1aCHOI paaun», HEBPO/IOriYyHe BiadiNeHHs 3 LeHTPOM PO3CiSIHOIO CKNeposy, M. IBaHO-PpaHKiBCbK
2 O.M.H., npodp. CmonaHka B.I.
KomyHasnibHe HekomepuiiHe nianpuemctBo «QO6MacHUn  KAIHIYHWMIA UEHTp HeWpoxipyprili Ta
HeBposorii» 3akapnarcbkoi o06nacHoi paauw, BiggineHHa LepebpoBackynsApHOT naTonorii,
JepxaBHuil BULLMIA HaBYaIbHWI 3aknaf «Y>XrOpoACbKMIA HaLiOHaTbHUIA yHIBEpCcUTET», Kadeapa
HeBpoorii, Helpoxipyprii Ta ncuxiaTpii, M. Y)xropos
3 O.M.H., npod). ToBaxHsAHCLKa O.J1.
HaBuasibHO-HaykoBuin  MeguuHuii  ueHTp «YHIBEPCUTETCbBKA  KJ/IHIKA»  XapkiBCbkoro
HauioHa/IbHOITO0 MeIMYHOro YHIBEPCUTETY, HEBPOJIOTiYHE BiAAi/IeHHS, M. XapKiB
4 4.M.H. Kobucb T.0.
KomyHasibHe HekomepuiiiHe nignpnemcTBo «KuiBCbka Micbka KiHiYHa fnikapHA Ned» BMKOHABYOTrO
opraHy KwuiBcbkoi Micbkol paan (KWIBCbKOT MICbKOT AepXaBHOI afMiHicTpayii), BigaineHHs
AEMIENIHI3YIYMX 3aXBOPOBaHb HEPBOBOT cucteMu, M. Knis

9. OHoBneHuit TMpoTokon KhiHiyHOro pgocnimkeHHsa TAK-981-1502, Bepcis 3 iHKOPNOPOBaHOLO
nonpaBKkoto 4 Big 09 BepecHsa 2021 p., aHrNiNCbKOK MOBOK; JOCbE AOCAIAKYBAHOIO NiKapCbKOro
3aco6y TAK-981, Bepcia 4.0 Big 02 nunHAa 2021 p., aHrniiicbkolo MOBOW; Bpowypa gocnigHuka
pocnigxyBaHoro nikapcbkoro 3acody TAK-981, BugaHHs 4.0 Big 20 cepnHs 2021 p., aHrailicbkoro
MOBOI0; IHpopMmaLiViHMIA NMCTOK NauieHTa Ta hopma iHhopmoBaHOI 3rogu Ass YKpaiHu, aHrNificbKoo
MoBolo, Bepcia 6.0 Big 15 nuctonaga 2021 p.; IHdopmauiiHuiA NNCTOK nNauieHTa Ta dopma
iHbopMoBaHoOI 3rogu AnA YKpaiHu, yKpaiHCbKoo MoBol Bepcif 6.0 Big 15 nuctonaga 2021 p.;
IHchopmauiiiHuii NIMCcTOK nauieHTa Ta hopma iHchopMoBaHOT 3roau AnA YKpaiHu, PpocCilicbKolo MOBOIO,
Bepcia 6.0 Big 15 nuctonaga 2021 p. 40 NPOTOKO/Y KNiHIYHOTO BUNPOGYBaHHA «JocnigpkeHHsa dasu 1b/2
npenapaty TAK-981 y noegHaHHi 3 Memo6ponisymabom s OuiHKM 6e3neyHOCTi, NepeHOCMMOCTiI Ta
NPOTUMYXIMHHOT aKTUBHOCTI L€l KOMBIHALIT y NaLiEHTIB 3 OKPEMUMU NPOrpecyyMn abo MetactatuyHUMM
COMigHUMM NyxXNuUHamu», Kog gocnigxeHHa TAK-981-1502, 3 iHKOpnopoBaHOW nonpaBko 3 Big, 23 KBITHA
2021 p.; cnoHcop - «Takega [LeBenonmeHT CeHTep Amepikac, IHK.» («TAC Awmepikac»), CLUA (Takeda
Development Center Americas, Inc. (TDC Americas), USA)

3asaBHUK - ToBapncTBO 3 O6MEXeHO BignosiganbHICTIO «KoOHTpakTHO-ocnigHnubka OpraHisauis IHHothapM-
YKpaiHa»

10. BkloUeHHA AOAATKOBUX MicLb NpOBefEeHHA K/iHIYHOro BUNPoOGyBaHHA B YKpaiHi [0 MpoToKony
KNiHiYHOro gocnimkeHHs «OujiHKa KNiHiYHOT edpeKTMBHOCTI Ta 6e3nekn nepuHgonpuny 10 mr / iHganamigy 2,5
Mmr / amnoaunidy 5 a6o 10 mr / 6iconponony 5 mr y koMm6iHaLii 3 ogHiel TabneTku nicns 8 TUXKHIB NiKyBaHHA Y



MOPIBHSIHHI 3 BiSIbHOIO kOMGiHaujie nepuHgonpuny 10 mr, iHganamigy 2,5 mr Ta amnogunidy 5 aéo 10 mr y
nauieHTiB 3  HEKOHTPO/IbOBAHOK  eCeHUjasibHOW  rinepTeH3ieln.  MixHapogHe, 6araToueHTpoBe,
paHAoMmi3oBaHe, noAgiliHe cnine, 16-TuxHeBe AOCAIMKEHHA.», ko4 AocnimpkeHHs CL3-05179-002, dhiHanbHa
Bepcia Big 10 TpaBHA 2021 p.; CNOHCOP - IHCTUTYT MiKHapoAHUX gocnimpkeHb «CEPB’E€» (Institut de
Recherches Internationales Servier (I.R.1.S.)), ®paHuisa

3asaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiAnNoBifasbHICTIO «KLP YkpaiHa»

No MN.1.B. BignoBsigasnbHOro gocnigHuka

n/n Ha3Ba Micus npoBeAeHHA K/iHIYHOro BUNPo6yBaHHSA
1 K.M.H. BuwiHeBeubkuii 1.
KomyHanbHe nignpuemctBo «JlikapHa Nel >XXUTOMUPCBLKOT MICbKOI pajn, KOHCYNbTaTMBHO-
NiKyBa/ibHe BigAisieHHs "HaykoBO-40CNIGHNLBbKWI LEHTP», M. XKutommp
2 O.M.H., npody. Penopos C.B.
KomyHaslbHe HekoMepuiiiHe nignpueMCTBO «LleHTpanbHa Micbka KJ/liHiYHA fikapHa |BaHoO-
®paHKIBCbKOI MICbKOT pagu», KapAionoriyHe BiAA4iNIeHHS, |BaHO-PpaHKIBCbKMIA HaUiOHasTbHWIA
MeaVYHWUIA yYHIBEpCUTET, kadpegpa Tepanii i ciMeinHol MeanumMHK NicnaAMnaoMHOT OCBITU, M. IBaHO-
®paHKiBCbK

11. 3miHa Ha3BU pocnigkyBaHoOro nikapcbkoro sacody GDC-9545 (Ro 719-7597/ F12 (RO7197597);
2407529-33-1); TBeppai kancynu; 30 mr; F. Hoffmann-La Roche Ltd, Switzerland; F. Hoffmann-La Roche
Ltd., Switzerland Ha GDC-9545 (Giredestrant, lpegectpaHTt, Ro 719-7597/ F12 (RO7197597); 2407529-
33-1); TBepai kancynu; 30 mr; F. Hoffmann-La Roche Ltd, Switzerland; F. Hoffmann-La Roche Ltd.,
Switzerland; Bbpowypa pocnigHuka GDC-9545 (Giredestrant, lipegectpaHT, Ro 719-7597/ F12
(RO7197597); 2407529-33-1), Bepcia 5 Big 31 TpaBHA 2021 aHrNiACbKOKD MOBOK; JocCbeE
JocnifmpKyBaHOro ikapcbkoro 3acody GDC-9545 (Giredestrant, FipegectpaHT, Ro 719-7597/ F12
(RO7197597); 2407529-33-1) Ta CKOpo4yeHe [AOCbE A[OCAiMKYBaHUX MiKapCbKUX 3aco6iB, Lo
BUKOPUCTOBYIOTLCA K Mpenapaty MOPiBHAHHA, gatoBaHe uyepBHeM 2021 (aHrniicCbKOK MOBOLO);
CKopoueHe [0Cbe AOCNIMKYBAHOIO ikapcbKoro 3aco6y AHacTpo3on (Anastrozole, Arimidex,
RO0718807, 120511-73-1), patoBaHe 28 uepBHs 2021 (aHrNificbKod MOBOLO); 3pa30K €TUKETKU 3
iHcbopmauieto npo npenapat GDC-9545 (Giredestrant, FipegecTpaHT, Ro 719-7597/ F12 (RO7197597);
2407529-33-1) Big 10 notoro 2021 yKpaiHCLKOKO MOBOIO [0 MPOTOKO/Y K/IHIYHOrO BMNPOOYBaHHS
«PaHAoMi30BaHe 6GaraToLeHTpoBe BigKpuUTe Heoaf'loBaHTHe AOC/iMKeHHA da3n Il B ABOX napasiesnibHuX
rpynax pnns ouiHKM edpekTMBHOCTI, 6e3nekn i dpapmakokiHeTuku npenapaty GDC-9545 y noegHaHHi 3
nNanooumknibomM y NOpPiBHAHHI 3 aHACTPO30/10M Y MOEAHAHHI 3 NaN60UUKNIGOM Y XIHOK B NOCTMeHonays3i, ki
paHille He nikyBanucs, 3 ecTporeH-peLenTop-no3nTuBHUM i HER2-HeraTMBHMM pakoMm MOJIOYHOI 3a103U Ha
paHHiii cTagii», kog gocnimkeHHss WO042133, sepcisa 1 Big 08 kBiTHA 2020; cnoHcop - F. Hoffmann-La Roche
Ltd («®.XohdmaHH-/15 Pow fiTa»), Wseiiuapis

3aaBHUK - TOB «Kpomocdrapma YkpaiHa»

12. OHoBneHi po3ginu 3.2.S.2.1 Manufacture ta 3.2.P.3.1 Manufacturer(s) gocb€e pocnigxysaHoro
nikapcbkoro 3aco6y MK-3475 Pembrolizumab SC, Bepcia 07X8LP Big 17 nuctonaga 2021 poky,
aHrNiNcbKOK MOBOIO [0 MPOTOKO/Y KAIHIYHOTO JOCNifKEHHSA «BigkpuTe, paHgomizoBaHe gocnigpkeHHs Il
hasn AN BMBYEHHA hapMakoKiHETUKM Ta 6e3nevyHocTi memMoponisymady [A71a NiALWKIPHOTO BBeAEeHHS
MOpPIBHAHO 3 Nem6posizymaboMm A71A BHYTPILWHLOBEHHOIO BBEAEHHSA, B KOMOGIHaUil 3 ABOXKOMMOHEHTHO
ximioTepanielo npenaparaMmy nnatvHW, B AKOCTI MepLioi AiHil Tepanii Ana yyacHUKIB 3 MeTacTaTU4yHUM
NJOCKOKNITUHHUM @60 HENSTIOCKOKNITUHHUM HeAPiOHOKNITUHHUM pakoM nereHiB», ko gocnimpkeHHs MK-3475-
A86, Bepcis 3 iHKopriopoBaHoto nornpaskoto 01 Big 26 TpaBHA 2021 poky; cnoHcop - «Mepk LWapn eHa Joym
Kopn.», goyipHe nignpuemcTtso «Mepk eHf Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

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

13. 36inbLlEeHHA KiJIbKOCTi NalieHTiB, AAKi NpuiiMaloTb y4acTb Y KiHIMHOMY BUNPOGyBaHHi Ha TepuTopii
YKpaiHu, 3 60 Ao 65 oci6; MNoaoBXeHHA TepMiHy TPMBaIOCTI KNiHIYHOro BUNpo6yBaHHA A0 30 yepBHSA
2022p.; JocnimkeHHs 18748 OnuTyBa/IbHMK LWWOAO 3BOPOTHOrO 3B’AA3KY Bif yyacHuKa(-ui)
[OCnNiKeHHA_OCHOBHa Bepcia gocnimkeHHs 2.0 Big 24 nuctonaga 2020p._ Mepeknag 3 aHrNiicbKoi
MOBM Ha YKpPaiHCbKy Ta pocCiicbKy MoBM Ansa YkpaiHu; 18748/CONCORD_KapTka nogsiku_OCHOBHa
Bepcia gocnimkeHHa 1.0 Big 23 uepBHA 2020p._lNepeknap 3 aHrNiicbKOI MOBM Ha YKpaiHCbKy Ta
pociiicbKy MOBU A/ YKpaiHU 40 MPOTOKOJY KAIHIYHOTO [OCMIMKEHHS «PaHfomi3oBaHe, NoABiiHe chine,
nnauebo-kOHTPoNIbOBaHe, GaraToueHTpoBE [JOCHIMKEHHA [ONns  OUiHKM  6e3nekn Ta  e(eKkTMBHOCTI
iHAMBIAYaNbHO TUTPOBaHMX MepopanbHUX 403 PYHKauuUryarty y nauieHTiB 3 KNiHIYHUM AiarHO30M XPOHIYHOT
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XBOPO6M HUPOK 3 LyKPOBUM fiabeTom Ta/abo rinepTeHsieto, Ta Xxo4a 6 ogHIE cepLeBo-CyAMHHOI CYNYyTHLO
nartonorieto», ko gocnimkeHHs No. BAY1101042 /18748, sepcia 3.0 3 MkHapoAHOK nonpaskoto 2 Big 09
yepBHsA 2021 poky; cnoHcop - baiiep Al', HimeuunHa

3anBHUK - TOB «baiiep», YkpaiHa

14. OHoBneHa 6powypa gocnigHuka (Bl 836880) Bepcis 9 Big 03 nuctonaga 2021; 3miHa Ha3BU MicusA
NpoBeAEeHHSA K/iHIYHOro BUNPOGYBaHHA [0 NPOTOKOJY K/iHIMHOrO BUNPOOYyBaHHA «Bigkpute AOCNIIKEHHS
cdhasn |Ib 3 nigbopy go3n Bl 836880 y komGiHauii 3 e3abeHNiMabom AN XapakTepucTukn 6e3neyvHoCT,
NnepeHoCMMOCTi, hapMaKkoKIHETMKMN, hapMakoANHAMIKN Ta edEKTMBHOCTI Y NALEHTIB 3 MiCLLEBONOLLIMPEHUM
abo MeTacTaTM4YHMM HEMNIOCKOKMITUHHUM  HEeAPIOHOKNITUHHUM pakoM JiereHi Ta iHWWMMK  CONigHUMMN
nyxaMHammy», ko gocnigpkeHHs 1336-0011, sepcisa 7.0 Big 16 cepnHa 2021; cnoHcop - Boehringer Ingelheim
RCV GmbH & Co KG, AscTpis

3anBHUK - TOB «JOKYMEAC» («CIA JOKYMELC»), Natsis

BYNO

CTAJO

O.M.H., npod). BoHpapeHko .M.

KomyHanbHe HekomepuiiiHe nignpuemcTBo «Micbka
KniHivHa nikapHa Ned» [HINPOBCLKOT MICLKOT pajau,
rocnpospaxyHKoOBuii BiaAain AEeHHOro
cTauioHapy MicbKOro ximiotepaneBTUYHOrO
LeHTpy, [epxaBHuii 3aknag «[HinponeTpoBcbka
MeaunyHa akazemis M 0XOpOoHW 300POB'S YKpaiHu»,

O.M.H., npod. BoHpapeHko |.M.

KomyHanbHe HekomepuiliHe nignprveMmctso «Micbka
KniHiyHa nikapHA Ned» [HINPOBCLKOI MICbKOI paaw,
XimioTepaneBTUYHe BiAAiNIeHHA 3  [AEeHHUM
cTauioHapowm, [JHINPOBCLKWIT AepXaBHUIA MEeAUYHWIA
yHiBepcuteT, kadpegpa OHKosOrii Ta MeguyHoi
pagionorii, M. JHinpo

Kadhegpa OHKoOMoOrii Ta MeAMYHOl pafionorii, M.
[Hinpo

15. Bpouwypa pocnigHuka RO5541267, Tecentriq (atezolizumab), Bepcia 18 Big nunHa 2021 poky,
aHrniicbkolo moBoto; flogatok 1 Big cepnHa 2021p. go Bpowypu pocnigHuka pna RO5541267,
Tecentriq (atezolizumab), Bepcis 18 Big nunHsa 2021 poKy, aHrMiicbKOK MOBOO 10 NPOTOKO/1Y KiHIYHOIO
pocnimpkeHHs «35 hasa, BigkpuTe, paHAoMi3oBaHe AOCAIAXEHHA ON1S OUiHKM eddeKTMBHOCTI Ta 6e3neku
npenapaty Atesonisymab (ANTI-PD - L1 aHTUTINO) B NOPIBHAHHI 3 ONTUM&aJ/TILHOIO NIATPUMYIOUOIO Teparieto
nicna afg’toBaHTHOI XxiMioTepanii ocHoBaHO! Ha LlucniaTwHi y nauieHTiB 3 MOBHICTIO pe3ekTabesibHUM
HeApiGHOKNITUHHUM pakoM nereHb IB-111A cTagii», kog gocnimpkeHHs GO29527, sepcis 9 Big 17 kBiTHA 2021 p.;
cnoHcop - F. Hoffmann-La Roche Ltd, Switzerland («®. XododpmaHH-/1a Pow Nitax», Lseiuapis)

3asnBHMK - ToBapucTBo 3 O6mexeHot BignosiganbHicTio «KOHTpaKTHO-AOCiAHMLbKA OpraHisauis IHHoDapm-
YkpaiHa»

16. IHCTpyKUia Wo[0 npuiiomy NeHBaTUHIOY, ocTtatouHa Bepcia 1.0 Big 18 nuctonaga 2020 poky;
wao6noH Bepcia 4.0 Big 09 XoBTHA 2020p., YKpAIHCbKOKD MOBOI AN YKpaiHW; IHCTPyKUiA woao
npuiiloMy fieHBaTUHIOy, ocTaTtouHa Bepcisa 1.0 Big 18 nuctonaga 2020 poky; wa6s10H Bepcis 4.0 Big 09
YXOBTHS 2020p., pOCilicbKOlO MOBOIO AN YKpAIHU [0 NPOTOKONY KNiHIYHOrO AOCAifKeHHS «oCaigKeHHs
Ib/ll a3 kombGiHOBaHOT Tepanii 3 nemoéponisymaéom (MK-3475) npu nikyBaHHi MeTacTaTU4yHOro
KacTpauiiHO-pe3nCTeHTHOro paky nepeamixyposoi 3ano3u (MKPPIM3) (KEYNOTE-365)», ko, AOCNiMKEHHS
MK-3475-365, Bepcis 3 iHkopnoposaHoto nonpaskoto 10 Big 30 cepnHa 2021 poky; cnoHcop - «Mepk Lapn EHA
Joym Kopn.», govipHe nignpuemctso «Mepk EHA Ko., IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIfaUIbHICTIO «MC/[], YkpaiHa»

17. Bpouwypa gocnigHuka AocnigKyBaHOro fiikapcbkoro 3acooy Jlycnarepuent (ACE-536), Bepcisa 14.0
Big 01 BepecHs 2021 p., aHrnincbKko MmoBok; ACE-536-MDS-002, IHchbopmauis ana nayieHTa i coopma
iHpopmoBaHOi 3rogu aHrniicbkoo MOBOK AnA YKpaiHu, Bepcia 6.1 Big 19 nuctonaga 2021 p.;
ACE-536-MDS-002, IHchopmauis ans nauieHTa i popma iHhopMoBaHOi 3roan YKpaiHCbKOKO MOBOIO A1A
YKpaiHu, Bepcia 6.1 Big 19 nuctonaga 2021 p.; ACE-536-MDS-002, IHchopmauia ana naudieHTa i dopma
iHhopMOBaHOI 3rogu pociiicbkolo MOBOI AN YKpaiHu, Bepcia 6.1 Big 19 nuctonapga 2021 p. go
NPOTOKONY KNiHIYHOrO BUNPOGYBaHHA «Bigkpute, paHaoMizoBaHe Aoc/impkKeHHSA ®Pa3u 3 ANnA NOpPiBHAHHSA
ethekTnBHOCTI Ta 6e3neyHocTi npenapaty nycnatepuent (ACE-536) Ta enoetuHy anba g8 nikyBaHHS
aHeMil, cnpuynHeHoi mienogmennactTnyHnmm cuHgpoMammn (MAC) 3 gyXe HU3bKUM, HU3bKUM ab0 NPOMDKHUM
piBHEM pr3uKy 3a IPSS-R, y naLieHTiB, sKi paHille He OTpUMyBasIv CTUMY/IATOPU epuUTponoesy Ta NnoTpebyoTb
nepenvBaHHA epuTpouunTiB», koa gocnigpkeHHss ACE-536-MDS-002, nonpaska 3.0 Big 23 nwotoro 2021 p.;
crnoHcop - Celgene Corporation, USA/ CenaxeH KopnopeiiwH, CLUA



3aaBHUK - ToBapmncTeo 3 O6MexeHo BignosiganbHicTio «KOHTPakTHO-40CNiAHULbKA opraHisaLis IHHo®apm-
YkpaiHa»

18. OHoBneHa Bpouwypa pgocnigHuka (HDM SLIT-tablet), peaaxuia 16 Big 10 nuctonaga 2021 p. g0
NPOTOKOY K/IHIYHOrO AoChimpkeHHs «OfgHopiyHe nnauebo-KOHTposiboBaHe AocnimxkeHHs 1l dpasm 3 ouiHku
ehekTMBHOCTI Ta 6e3nekn Tabnetkn ans cybniHreasibHoi imyHoTepanii (SLIT-tablet) npu aneprii Ha kniwa
AOMallHbOro nuay y aitein (5—11 pokiB) 3 PUHITOM/PMHOKOH'IOHKTUBITOM, BUK/IVKAHUM KNiWEM AO0MalLHbOro
nnny, 3 abo 6e3 acTMm», kog gocnimpkeHHs MT-12, Bepcisi 5.0 Big 19 6epesHsa 2021 p.; cnoHcop - AJIK-A6enno
A/C, faHis (ALK-Abello A/S, Denmark)

3adaBHKK - TOB «MbB KBecT», YkpaiHa

19. OHoBneHa MNo6anbHa Bpowypa AocnigHuka Retifanlimab (INCMGA00012, MGA012), BugaHHA 8
Big 10 nuctonaga 2021 p. [0 NPOTOKO/Y K/IHIYHOrO fdocnimpkeHHa «®asa 1, JocnigpkeHHA 6e3neku,
nepeHocumocTi Ta dpapmakokiHeTukn INCMGAO00012 (konuwHa HasBa MGAO012) y naujieHTiB 3 CONigHUMU
NyXNMHaMu Ha ni3HiX cTagisx po3BuTKy xBopobu (POD1UM-101)», kog gocnigxeHHs INCMGA 0012-101,
nonpaska 9 Big 09 yepBHs 2020 p.; cnoHcop - «IHcaliT KopnopeiiwH» (Incyte Corporation), CLUA

3anBHuK - TOB «KLIP Ykpaina»

20. 30inblUEHHA 3an/1aHOBaHOI KiJIbKOCTi AOCAiAXYyBaHNX A/1A BK/IIOUYEHHSA Y K/liHiYHe BUNPOGYyBaHHA B
YKpaiHi (3 270 go 340 nauieHTiB); Moao0BXeHHA TPUBAIOCTI KMiHIUHOro BUNpPOOyBaHHA B YKpaiHi no 30
KBiTHA 2024 poky; [loBigHUK y4YaCHUKa [OCNiAKEHHA 3 BUKOHAHHA Bi3UTIB, Bepcis 2 Big 19 TpaBHA 2021
POKy yKpaiHcbKoto Mmoot (AMAM-UA-UA-PAR-APP-GDE-V2-PA2-05/19/2021); KepiBHMLTBO 3 Bi3UTIiB
ONA1 yYacHMKa AocnifgKeHHs, Bepcia 2 Big 19 TpaBHA 2021 poky pocilicbkoto mosot (AMAM-UA-RU-
PAR-APP-GDE-V2-PA2-05/19/2021); KapTka «ENeKTPOHHWI LWOAEHHUK Y4YaCHMKA AOCifKEHHA»
(AMAM-UA-UA-EDIARY-HANDOUT V1 09092021), Bepcia 1 Big 09 BepecHsi 2021 poKy YKpaiHCbKOIO
MoBoto; KapTka «Baw enekTPpOHHUI WoaeHHUK gocnigkeHHsa» (AMAM-UA-RU-EDIARY-HANDOUT V1
09092021), Bepcia 1 Big 09 BepecHa 2021 poOKy pPOCIiCbKOIO MOBOI [0 MPOTOKO/Y K/IiHIYHOrO
pocnipxkeHHs «baraToueHTpoBe, PaHgomizoBaHe, MNoggiiHe crine, Mnaueb6o- Ta AKTMBHO- KOHTpONboBaHe
LocnipkeHHs 11l ®asn ans OuiHkm EdpekTMBHOCTI Ta Be3neyHocTi 3acTtocyBaHHA Mipikisymady y MNaujieHTiB i3
XBopo6ot KpoHa MomipHoro Ta Tsxkoro Mepe6iry», koa gocnigkeHHs 16T-MC-AMAM, 3 iHKOpNnopoBaHoH
nonpaskoto (c) Big 01 kBiTHA 2021 poky; cnoHcop - Eni Ninni eng Komnaxi, CLUA

3aaBHUK - «Eni Nlinni Boctok CA», LLBseinuapis

21. 3miHa Ha3BU Micusa NPoBeAeHHs KNiHIYHOro BUNPOGYBaHHA [0 NPOTOKO/TY KNiHIYHOTo AO0CNiAKEHHA
«PaHgomizoBaHe, nogsiiiHe cnine, nnauebo-KOHTponboBaHe pochimkeHHs Il a3y  nopiBHAHHSA
nemo6ponisymady (MK-3475) 3 ximioTepanieto Ta XimioTepanieto 3 nnauebo Anga Tepanii nepLuoi AiHii npu
NepPCUCTYUOMY, pPeuuguBHomMy abo wmetactaTmyHomy paky wwuiikm wmatkm (KEYNOTE-826)», kopg
pocnipkeHHs MK-3475-826, 3 iHkopnoposaHoto rnonpaskoto 06 Big 29 yepBHs 2021 poky; cnoHcop - «Mepk
LWapn EHg Joym Kopn.», fgovipHe nignpuemctso «Mepk EHA Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/[, YKpaiHa»

BYJ1O CTAN1IO
O.M.H. KpmkaHiBCcbka A.E. O.M.H., npodd. KpmxaHiBcbka A.€.
KomyHanbHumi 3aknapg, «Mpukapnatcbkuii | KOMyHasibHe HeKkomepuiiiHe nignpPMeEMCTBO
KNiHiYHUIA OHKONOriuHWUI UeHTp», Il XipypriuHe | «[pukapnaTcbKuii  KNiHiYHWIA  OHKONOriUHWKIA

BigAineHHs, /[epxaBHUA BUlMii HaBYaIbHUI | LEeHTP IBaHO-PpaHKIBCbLKOI 06/1acHOI pagu»,
3aknag «lBaHO-®paHKIBCbKUMA  HauioHasibHMIA | XipypriuHe BigaineHHs Ne3 ropmMmoHoO3anexHux
MeAuYHUIA yHiBepcuTeT», Kadyegpa OHKOJOCrii, NyXAMH Yy  XiHOK, IBaHO-®PpaHKiBCbKUii
M. IBaHO-PpaHKiBCbK HaLioHa/1bHWMiA MeANYHNIA yHiBepcuTerT,
Kadpeapa oHKonorii, M. IBaHO-PpaHKiBCbK

22, 36inbLlEeHHS KiJIbKOCTi MalieHTiB, Wo 6yAyTh 3a/1y4aTuUCA y KjliHiuHe BUNPo6yBaHHA B YKpaiHi 3 150
Ao 170 oci6é [0 npoTOoKOAy KAIHIYHOTO BMNpPoGyBaHHA «J[loBroTpmBasie OGaraTtOLEHTpOBE BigkpuUTe
OOCMIMKEHHST ANs OLiHKM 6e3MeYHOCTI Ta NMEPEHOCMMOCTI 3MIHHMX 03 GpeKcninpasony K NigTpUMyH4Yoro
NikyBaHHs Yy nignitkie (Bikom 13—17 pokiB) 3 wWM30odpeHieto», ko aocnimpkeHHs 331-10-236, sepcia 6.0 3
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nonpaskoto 5 Bifg 04 cepnHs 2021 poky; cnoHcop - Otsuka Pharmaceutical Development & Commercialization,
Inc., USA («Ouyka ®apmachbtoTikn [JesenonmMeHT eHg KomepcinizeiwH,, IHk.», CLUA)
3asBHUK - TOB «CiHeoc Xenc YkpaiHa»

23. BKNOUeHHs A00aTKOBOro Micus npoBefeHHs1 KNiHiYHOro BUNpoo6yBaHHs; 3MiHa BignoBigabHOro
[OCNigHUKA y Micli NpoBeAeHHA KJ/iHIYHOro BUMPOGYBaHHA [0 MPOTOKONY K/IIHIYHOTO LOCAILKEHHS
«BbaraToueHTpoBe paHLoMi30BaHe, NOABIHO cnine, niaueb0-KoOHTpoIboBaHe gocnimkeHHs Il hasm 3 meTor0
OUiHKM oO3aHimMopgy [Ansa MnpuiioMy nepopasibHO NPV MPOBEAEHHI HAYKUIMHOT Tepanii nauieHTam i3
CepefiHbOTSHKKMM ab0o TsHKKMM nepebirom XxBopobu KpoHa B akTuBHI dopmi (gocnigkeHHs Ne2 3 OujiHKK
iHAYKUINHOT Tepanil)», kog pocnimpkeHHs RPC01-3202, pepakuis 6.0 Big 14 yepsBHs 2021 p.; CNOHCOp -
«CenpxeH IHTepHewHn Il Capn» (Celgene International 1l Sarl), LUseliuapis

3asaBHuK - TOBAPVCTBO 3 OBMEXXEHOHR BIAMNOBIJAJIBHICTIO «I11 EC AV-YKPAIHA»

No M.1.6. BigNoBiga/IbHOro AOCNiAHMKA

n/n HasBa micus npoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1. | nikap Kynnesaubka HO.B.

KomyHanibHe HekoMmepuiiiHe nignpueMcTBo «Micbka noniksiHika Ne9» XapkiBCbKOT MICbKOI paau,
BiAJiNEeHHs BY3bKMX haxiBLiiB, M. XapKiB

BY/NO CTAJIO
nikap Tkauyk O.A. nikap Mapuyk H.B.
KomyHasibHe nignpuemcTBo «BonuHcbka ob6nacHa | KomyHasibHe mignpuemcTso «BosmHcbka ob6nacHa
KniHiYHa nikapHsa» BOMUHCBHKOI  06nacHoi  pagu, | KniHiyHa nikapHsa» BonuHCbKoI obnacHoi paaw,

XipypriyHe Big4iNeHHs (EHAOKPUHHOT Ta | xipypriyne Big4iNeHHs (eHAOKPUHHOI Ta
abpomiHanbHOT  matonoril) 3 NPOKTOMOrYHUMK | abAoMiHa/IbHOT  naTosnorii) 3  MPOKTOMOMNYHUMU
nixxkamu, M. JIyLbK nixkamu, M. JIyubK

24. YkpaiHa, MK-6024-001, sepcis 1.00 Big 30 nucronaga 2021 p., ykpaiHCbKOIO MOBOIO, iHhopMmauisi Ta
[OKYMeHT npo iHpopmoBaHy 3roay Ans nauieHTa; YkpaiHa, MK-6024-001, sepcia 1.00 Big 30 nucrtonaga
2021 p., pociiicbkolo MOBOLO, iHhopmaLisa Ta AOKYMEHT Npo iHthopMoBaHy 3rogy AJ1A naudieHTa go
NPOTOKONY KMIHIYHOrO AocnimkeHHss «PaHgomizoBaHe, BigKpuUTe [AOCNiMKEHHS 2a a3n 3 aKTUBHUM
npenapaTom MOPIBHAHHS B SIKOCTi KOHTPOSIIO, AN OUiHKM eddeKTMBHOCTI Ta 6e3nekn ecpiHonergayTuay
(MK-6024) y naujieHTiB 3 HEa/TKOr0/1IbHOI XXMPOBOKD XBOPOOOIO MeYiHKM», Ko JocnimpkeHHAa MK-6024-001, 3
iHKopnoposaHoto nonpaskoto 02 Bif 26 cepnHa 2021 poky; cnoHcop - «Mepk Wapn eHg Joym Kopn.», foYipHE
nignpmemcTeo «Mepk eHf Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.,
USA)

3asABHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBifasbHICTI0O «MC/[, YkpaiHa»

25. MK-1242-035_Bbpowypa ana nauieHTa, Bepcia 1 ana YkpaiHu, yKpalHCbKoo MoBoio; MK-1242-
035_Bpowypa pAna nauieHta, Bepcia 1 pana  YKpaiHu, pocilicbkolo moBot; MK-1242-
035_IHchopmauiiiHuii nucT, Bepcia 1 ana YkpaiHu, yKpaiHCbKoo MoBoK0; MK-1242-035_IHchopmauiiiHuii
nuct, Bepcia 1 ana YKpaiHu, pocilicbkolo moBoto; MK-1242-035_KaneHaap Bi3uTIB A1 yYaCHUKIB,
Bepcifa 1 gnsa YKpaiHu, yKpaiHCbKoK MOBOL0; MK-1242-035_KaneHpap BisUTIiB aNnsa yyacHuUKiB, Bepcia 1
ANnAa YkpaiHu, pociiicbkolo MoBoto; MK-1242-035 KapTka HaragyBaHHA Mpo Bi3uT, Bepcia 1 gnsA
YKpaiHu, ykpaiHCbKoto moBoto; MK-1242-035_KapTka HaragyBaHHsA Mpo Bi3uUT, Bepcia 1 ana YKpaiHu,
pocilicbkoto MoBot; MK-1242-035_3pa3oK eTUKETKU AJ1S €/IeKTPOHHOIO LWoAeHHMKa ANA nauieHTa
(Medidata 3DS Site Use Label), pns YkpaiHun, aHrniiicbkoto moBoto; MK-1242-035_3pa3ok eTUKeTKU gns
€/1IeKTPOHHOro woaeHHuKa ansa nauieHta (Medidata 3DS Site Use Label), ana YkpaiHu, ykpaiHCbKOLO
MoBot0; MK-1242-035_3pa30K eTUKETKU AJ11 eNeKTPOHHOro woaeHHUKa ansa nauieHta (Medidata 3DS
Site Use Label), pna YkpaiHu, poOCi/iCbKOIO MOBOI [0 TMPOTOKO/Y KAIHIYHOTO AOCHIAKEHHS
«PaHgomizoBaHe nnaueb0o-koOHTpoNboBaHe 6a30Be KiHiuHe gocnimpkeHHs [l dhasm gnsa ouiHku ePeKTMBHOCTI
Ta 6e3nekn Bepiuiryaty | MK-1242, ctumynsTopa po34MHHOI ryaHinatumMknasu, y AOPOC/MX 3 XPOHIYHO
CepLEeBOI HeOCTATHICTHO 3i 3HMXEHO opakL|iErd BUKAAY», koa aocnimxkeHHs MK-1242-035, Bepcis 00 Big 14
nvnHa 2021 poky. ; cnoHcop - «Mepk Wapn Exg Joym Kopn.», godipHe nignpuemctso «Mepk EHA Ko., [HK.»,
CLWA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asiBHUK - TOBaApUCTBO 3 0OMEXEHOI0 BignoBigasbHICTI0 «MC/ YkpaiHa»



