JopaTtok

«Mepenik cyTTeEBMX MONpaBOK A0 MPOTOKOANIB K/iHIYHUX BUNPOOYBaHb, PO3rNsAHYTUX Ha 3acifaHHi
HTP Ne 46 Big 30.12.2021, Ha siKi 6y OTPpUMaHi MO3UTUBHI BUCHOBKMU €KCNEepPTIB.»

1. TUTYNbHI CTOPIHKU A0 3pas3kiB MapKyBaHHA y BUurnsgi O6ykneTty Ansi NepBUHHOI i BTOPUHHOI
ynakoBKU AocrigKyBaHoro npenapaty MocyHetysyma6 (Mosunetuzumab) po3uuvHy ans nigwkipHux
iH ekui 5mr/0,5mn, Bepcia Big 14 nunHa 2021, aHrNiRCbKOK MOBOIO; TUTY/IbHI CTOPIHKM [0 3pas3kKiB
MapKyBaHHA y BUrnaAi Oyknety Ans nepBUHHOI i BTOPMHHOI YNaKOBKM AOCigKyBaHOro npenaparty
MocyHeTty3yma6 (Mosunetuzumab) po3unHy Ana nigwkipHUX iH ekuii 45mr/1 mn, Bepcisa Big 14 nunua
2021, aHrnincbko MOBOK; TUTY/IbHI CTOPIHKM [0 3pas3kiB MapKyBaHHA y BuUrnagi oyknety ans
NepBUHHOI i BTOPMHHOI YNaKOBKU AociigKyBaHoro npenapary Po3uuMHHUK ana MocyHeTy3ymaoy
(Mosunetuzumab diluent) po3unH ans BHYTpiWHLOBEHHUX aG0 NiAWKiIpHUX iH'eKWili 35 mn, Bepcisa Big
25 yepBeHb 2021, aHrniicbKolo MOBOK; TUTYNbHI CTOPIHKM A0 3pa3KiB MapKyBaHHA Yy BUrnagi
Oyknety AnA NepBUHHOI i BTOPMHHOI YMaKOBKM AOcC/ifKyBaHoro nmnpenapaty Touunisymat
(Tocilizumab) KoOHUeHTpaTy AnA NPUroTyBaHHA PO3UUHY ANSA BHYTPIWHbOBEHHUX iHGy3iii 200 mr/10
MJ1, Bepcis Big 25 TpaBHA 2021, aHrnificbKo MOBOIO [0 NMPOTOKOJTY KAIHIYHOrO gocnigpkeHHs «PA3A IB,
BAFATOLUEHTPOBE, BIOKPUTE AOCNIOAXEHHA 3 ECKANAUIEO A03M 3 METOK OLUIHKA
BE3MNEYHOCTI, MEPEHOCUMOCTI, ®APMAKOKIHETUKNA | ®APMAKOAVHAMIKM MNIAWKIPHOIO
BBEAEHHA MOCYHETY3YMABY B YYACHWKIB 3 CUCTEMHMM YEPBOHWM BOBYAKOM», kop,
pocnipkeHHss GA43191, Bepcis 2 Big 12 cepnHsa 2021; cnoHcop - F. Hoffmann-La Roche Ltd, Switzerland /
®. XodhdpmaHH-J15 Pow /114, LBeiyapis

3asaBHUK - TOB «APEHCIA EKCIJTOPATOPI MEAICIH», YkpaiHa

2. KopoTka XxapaKkTepucTuKa JsikapcbKoro saco6y Capecitabine (Xeloda) Big 07 BepecHsa 2021 p,
aHrnificbkolo mMoBolo; IHhopmauiiiHuMiA MCTOK nauieHTa i cpopma iHpopmoBaHOi 3rogu, YKpaiva,
Bepcia 3/1/0 Big 28 »oBTHA 2021 p. (Ha ocHoBi MacTtep Bepcii 3/0/0 Big 15 BepecHsa 2021 p.)
aHrNnificbKko Ta YKpPaiHCbKOKW MOBamu; AAMIHICTPATUBHI 3MiHM MPOTOKONY Ta PO3’ACHEHHA ANA
pocnipkeHHa C4221015 Big 06 )xoBTHA 2021 p. poOKy aHrniiicbkoro MoBOK; KopoTka xapaKrepucTtuka
nikapcbkoro 3acoGy Irinotecan (Campto) Big 14 uepBHA 2021 p. aHrnificbkoro MoOBOW; Jluct Ao
pocnigHuka (Dear Investigator Letter (DIL)) Big 02 nuctonaga 2021 p. aHriACbKOKO MOBOI [0
NPOTOKONY K/IHIYHOro BUMNPOOYBaHHA «BigkpuTe GaraTOLEHTPOBE paHAoMi3oBaHe AO0CAiMKeHHSA 3-i dhasu
nepwoi NiHii Tepanii eHkopadgeHiGoM 3 LeTyKcumaGoM Yy NoedHaHHI 3 ximioTepanieto abo 6e3 Hei B
MOPIBHSAHHI 3 CTaHAAPTHUM J/liKyBaHHAM 3 BBIgHOK (da30t0 4151 OUIHKM 6e3neyYyHOCTi 3acTOCyBaHHS
eHKopadeHidy Ta ueTykcumaby 3 ximioTepanieto y nauieHTiB i3 MmeTacTaTUYHUM KOSIOpeKTaslbHUM pakoMm i3
myTauieto BRAF V600E», kof pocnimpkeHHs C4221015, nonpaska 3 40 NPOTOKosy Big 24 niotoro 2021 poky;
cnoHcop - MNdpaizep IHk., CLUA

3anABHuK - MNdpaiizep IHk., CLUA

3. NonpaBka [0 AOCbE AOCNIMAKYBAHOro flikapcbkoro 3acoby RO7247669 (PD1-LAG3), po3uuH Ans
BHYTPilWWHbOBEeHHUX iHQY3iii, 50 mr/mn, Bepcia Big cepnHAa 2021 p.; 3miHa Micus npoBefeHHs
KMiHIYHOTO BUMPOOGYBaHHA [0 MPOTOKO/ly  KIIHIYHOIO — AOCNifpKeHHs  «PaHgomi3oBaHe, chine,
KOHTPOJ/IbOBaHe akTMBHUM npenapaToM AOCAiMKeHHA a3u |l, Wo npoBogUTbLCSA Yy TPpbOX rpynax,
3actocyBaHHA npenapaty RO7121661, PD1-TIM3 6icneundiyHoro aHtutina, tTa RO7247669, PD1-LAG3
bicneunciyHOro aHTUTING, Y MOPIBHSAHHI 3 HIBO/lyMaboM Yy MNaUEHTIB i3 NOLWIMPEHO abo MeTacTaTUYHOH
NAOCKOKAITUHHOK KapLUHOMOI CTpaBoxoAdy», Kog aocnimpkeHHs BP42772, sepcis 2 Big 21 BepecHs 2021 p.;
cnoHcop - d.XoddpmaHH-/a Pow /T4, LBelinapis

3aaBHUK - TOBApUCTBO 3 0OMEXEHO BifNoBiJasIbHICTIO «PoL YKpaiHa»

BY/NIO CTANO
O.M.H., npod. JluceHko C.A. O.M.H., npod). JinceHko C.A.
KomyHasnbHe HekoMepLiiHe nignpMeMcTBo | KoMyHasibHe HekoMepLUiiHe nignpMeEMCTBO

«[MofiNbCbKMA  perioHaslbHNiA  LEHTP  OHKOAOTii | «MoAiibCbKNiA  pPerioHa/ibHUn  LUEHTP  OHKOJOTiT
BiHHMUBKOT 06n1acHOi Pagu», xiMioTepaneBTuYHe | BiHHMUBKOT o6nacHoi Paau», XximioTepaneBTuUYHe
BiAAiNeHHs, M. BiHHMUA BigAiNeHHs!, BIHHMLbKUIA HaLiOHa/IbHUIA MeguYHNii
yHiBepcutet im. M.l. MNuporosa, kacegpa
npomMeHeBOI AiarHOCTUKU, NPOMeHeBOI Tepanii Ta
OHKoONoril, M. BiHHMUA




4. BKNIOYeHHA AoAAaTKOBOro BUpPOOHMKa nnaue6o po Tacgacutamad (INCMOR00208) (dizionoriuHunii
po3uuH, HaTtpito xnopug 0,9%), po3uuH ansa iHdysiii: TOB cipma «HoBoapm-BiocuHTes», YKpaiHa;
Label for Sodium chloride INCMOR0208-301 study/ CnpolweHe MapKyBaHHA AN HaTpilo
xnopug INCMOR0208-301, yKpalHCLKOIO MOBOK [0 MPOTOKONY  KNiHIYHOrO  BMNPOBYBaHHS
«BbaraToueHTpoBe, paHAOMI30BaHe, MOABiHe-cnine, nnaueb0-KOHTPOSIbOBaHE [OCNIMKEHHS ha3mn 3 ans
OLiHKN edpekTMBHOCTI Ta ©6e3neyHocTi kombGiHauil Tacpacutamady Ta neHanigomigy B MOeOHAHHI 3
pUTYKCMMaboM MOPIBHAHO 3  JIeHa/AOMIAOM Yy  MOEQHAHHI 3  PUTYKCMMaboM Yy  nauieHTiB i3
peumnamsytoyoto/pedpaktepHoto (P/P) donikynspHoto nimdgomoto Big 1 go 3a ctyneHs abo P/P nimcomoro
MapriHasibHOi 30HM», Kog pocnimpkeHHs INCMOR 0208-301, npoTokon Bepcia 3 3 iHKOPNOpOBaHOH
nonpaskoto 2 Big 16 rpyaHsa 2020p.; cnoHcop - IHcanT KopnopeiiwH [Incyte Corporation], CLUA

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

5. bpolypa gocnigHuka AnAa AocnigkyBaHOro nikapcbkoro zacooy AZD9833, BugaHHAa 4.0 Big 01
nucrtonaga 2021 poky; OHoBneHi cekuii Posginy 2.6 «Pestome [OKMAIHIYHUMX pAaHux» [locbe
pocnimpkysaHoro nikapcbkoro 3aco6y AZD9833: Cekuia 2.6.1. Bctyn, Big 18 XoBTHA 2021 poky
(aHrnificbkolo moBoto); Cekuin 2.6.2. PestoMme papMakonoriyHMx AaHux y TekctoBomy chopmarti, Big,
18 xoBTHA 2021 poky (aHrnilicbkoo MoBOI0); Cekuia 2.6.3. Pesiome chapmakonoriyHUX JaHux y
BUINA[i 1abnuub, Big 18 XoBTHA 2021 poky (aHrnilicbkoio mMoBolo); Cekuis 2.6.4. Pesiome
thapMaKOKiHETUMHUX JaHUX Yy TeKCToBOMY chopmari, Big 14 )oBTHA 2021 poKy (aHrniiicbKoo MOBOLO);
Cekuifa 2.6.6. Pe3tome TOKCMKONOriUHUX JaHuUX y TekctoBomy chopmari, Big 13 oBTHA 2021 poky
(aHrniiicbkoo mMoBoOI0); Cekuis 2.6.7. Pe3toMe TOKCUKOJIOTIYHMX AaHuUX y BUrnagi tabnuub, Big 18
YXOBTHA 2021 pokKy (aHrniiicbkoo MOBO10); IHhopmauia npo gocnimkeHHa Ta coopma iHhopmoBaHoI
3roau, Mopgenb ana YkpaiHu, Bepcia 5.0 Big 01 rpygHa 2021 poky (YKpaiHCbKOK Ta pPOCINCbKOK
MoBaMM) 40 NPOTOKOY KNiHIYHOro BUNpobyBaHHA «SERENA-2: PaHaomizoBaHe, BigkpuTe, y napanenbHuX
rpynax, 6aratoueHTpoBe AOC/iMKEHHSA ha3n 2 NOPIBHAHHA edheKTUBHOCTI Ta 6e3neyvyHoCcTi nepopasibHOro
npenapaty AZD9833 i ®PynBecTpaHTa y XIHOK 3 nowupeHuMm ER-no3utneHuMm HER2-HeratMBHUM pakom
MOJIOYHOI 3an03u», koA pocnigpkeHHs D8530C00002, sepcisa 5.0 Big 15 BepecHa 2021 poky; CroOHcop -
Actpa3eHeka Ab, LLBeuis / AstraZeneca AB, Sweden

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

6. OHoBneHun Mpotokon KniHiuHoro pocnimxkeHHs KAR-009, Bepcia 1.2 Big 09 cepnHa 2021 p.;
Bpowypa AocnigHuka, Bepcia 9.1 Big 11 XoBTHA 2021 p. aHrnilicbkold MoBOK; OCHOBHa chopma
iHcbopmoBaHoOi 3rogu, Bepcia 4.1.0 Big 25 OBTHA 2021 p. YKpalHCLKOKO Ta POCIAICBbKOD MOBaMu [0
NPOTOKONY  KAIHIYHOrO  AochimpkeHHs «PaHgomizoBaHe, noAgiiHe chnine, nnaue60-KOHTPOiIbOBaHe
baraToLeHTpoBe JOCNifpKEHHS 3 da3un, fke MPOBOAMTBLCA Y NapasieflbHUX rpynax 3 METOH OLiHKU
edekTrBHOCTI Ta 6e3nekun npenapaty KarXT y Jopocnux nauieHTiB 3 Wn3odpeHieto 3a kputepiasmm DSM-5,
rocnitaslisaoBaHMx 3 roCTpMM MNCUXOTUYHUM po3nagom», kog pocnimpkeHHs KAR-009, sepcia 1.1 Big 23
nuctonaga 2020 p.; cnoHcop - Karuna Therapeutics Inc., United States (CLLA)

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

7. Bpowypa pgocnigHuka AocnigjKyBaHOro Jikapcbkoro 3acoby JNJ-63723283 (Lertpenimab
(Cetrelimab)), Bepcia 6 Big 14 xoBTHA 2021 poKy aHrNilicbkoio MOBOM; [lOCbE AOCMNiAKYBaHOro
nikapcbkoro 3acody JNJ-17000139 (FemuitabiH (Gemcitabine) 225 mr, cuctema iHTpaBe3uMKasibHOI
poctaBkn (TAR-200)), Bepcia 6.0 Big 15 oBTHA 2021 poOKy aHrNiNcCbKol MoBOW; [ocbe
AocnipkyBaHoOro nikapcbkoro 3acooy JNJ-63723283 (LieTpenimaé (Cetrelimab)), Bepcia 11.0 Big 17
yepBHA 2021 poOKy aHrNiicbkold MOBOK; 3a/lyueHHs1 [0[4aTKOBUX BUPOOHMUUX AiNsSHOK AnA
pocnigpkysaHoro nikapcbkoro 3aco6y TAR-200 (JNJ-17000139; remuitaGiHy rigpoxnopup,
(gemcitabine hydrochloride)); (TAR-200, €guHWIA UiNlicCHAW KOMGIHOBaHMW npenapaT, SAKui
CKNapaeTbcs i3 NiKapCbKOro 3acoGy Ta MPUCTPOLD, PO3POGJIEHUI SIK cucTeMa iHTpaBe3uKa/lbHOT
[OCTaBKU npenaparty, MiCTUTb MiHiTabneTkn reMmuutabiHy (225 Mr, ekBiBaJIeHT BiflbHOI OCHOBM) i
OCMOTUYHI MIiHiITaG/IeTKN i3 CEUOBMHOW. EAVHUIA UinicCHUIA KOMGIHOBaHWIA npenapart, AKWIA
CKNapaeTbes i3 NiKApCbKOro 3aco6y Ta NPUCTPOIO, YNAKOBaHWUI pa3oM i3 CeHOBUM KaTeTepom); 225
Mr, eKBiBas1eHT BinbHOi 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, CLUA; Catalent Germany Schorndorf GmbH, Steinbeistrasse 1-2, 73614 Schorndorf,
HimeuunHa; NACS, Inc., 14640 Buchanan St. NE, Ham Lake, MN 55304, CLLUA; SGS-India Private
Limited, Plot No. A 773/A 772, MIDC, TTC Industrial Area, Koperkhairane, Navi-Mumbai-400 701,
IHain; Fisher Clinical Services, 7554 Schantz Road, Allentown, PA 18106, CLUA; Fisher Clinical
Services GmbH, Steinbeuhlweg, 69, 4123 Allschwil, LLiBeiiuapif; Fisher Clinical Services UK Limited,
Langhurstwood Road, Horsham, West Sussex RH12 4 QD, CnonydyeHe KoponiBcTBO; 3aslyyeHHs
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[OJATKOBUMX BUPOGHUUMX [AINAHOK ANA  AoCNifKyBaHOro nikapcbkoro 3aco6y Lietpenima6
(Cetrelimab) (JNJ-63723283; LleTpenima); niocinizoBaHuiA NpoaykT A NPUrOTYBaHHA PO3UUHY;
240 wmr: Catalent CTS, LLC, 10245 Hickman Mills Drive, Kansas City, MO 64137, CLLUA; Catalent
Pharma Solutions LLC, 10381 Decatur Road, Philadelphia, Pennsylvania (PA) 19154, CLLA; Catalent
Germany Schorndorf GmbH, Steinbeistrasse 1-2, 73614 Schorndorf, HimeuunHa [0 npoTokony
KNiHiYHOro focnimpkeHHs «baraToueHTpoBe paHAoMi3oBaHe O0CiMKeHHSA a3y 3 ANA OUiHKM edPeKTUBHOCTI
npenapaty TAR-200 B komb6iHauii 3 UeTpeniMabom Yy MOPIBHSAHHI i3 CyMyTHbOK XiMiopagioTepaniel B
YYacCHUKIB i3 M’A30BO-iHBA3MBHOK YpOTeNia/lbHOK KapuWHOMOK CEeYOBOro Mixypa, SIKMM He npoBoAuan
paguKasibHy UUCTEKTOMItO», koA gocnimpkeHHs 17000139BLC3001, 3 nonpaBkow 2 Big 02 cepnHs 2021
POKy ; cnoHcop - Janssen Pharmaceutica NV («AHcceH ®apmaueBTuka HB»), Benbris

3asBHMK - TOBAPUCTBO 3 OBMEXEHOK BIANOBIJANBHICTIO «®APMACBLIOTIKAN PICEPY
ACCOYLUVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

8. 3anyuyeHHs gopaTKOBUX MicUb NPOBeAEHHA KNiHIYHOro BUMPOOYBaHHA [0 MPOTOKONY K/iHIYHOrO
pocnipxeHHs «baraToueHTpoBe paHAoMi3oBaHe NoABiliHO cnine gocnimxeHHs Il daswn, wo npoBognTbes 3
METO OLjiHKN edheKTUBHOCTI, 6e3nedHocTi Ta nepeHocumMocTi npenapaty IMU-838 y nopiBHAHHI 3 nnauebo
npu NikyBaHHi OPOC/IMX NaLIEHTIB i3 peLuamByOUMM PO3CIHUM Ck1epo3oM (Kogose no3HavyeHHA: ENSURE-
1)», kof pocnigpkeHHs P3-IMU-838-RMS-01 (ENSURE-1), ciHanbHa Bepcia 2.0 Big 10 cepnHa 2021 p. ;
CroHcop - «IMmyHik Al» [Immunic AG], HimeuunHa

3asBHNK - TOB «BOP/IABAINLA KMIHIKAN TPAINC YKP»

No M.1.B. BignoBiganbHOro gocnigHnka

n/n Ha3Ba Micus NPOBeAEHHs KNiHIYHOro BUNpoO6yBaHHSA
1 K.M.H. Umup I".C.
KomMmyHasibHe HekomepuiiHe nignpneMmcTBo «O61acHa KhiHiYHA nikapHsa  IBaHO-PpaHKIiBCbKOT
06/1aCHOI paamn», HEBPO/OTriYyHe BiaAiNeHHs 3 LEHTPOM PO3CISIHOTO CK1eposy, M. IBaHO-PpaHKiBCbK
2 O.M.H., npody. CmonaHka B.I.
KoMyHaslbHEe HekomepujiiHe nignpuemMcTBo «OO6MACHUA  KNIHIYHUIA LEeHTP Heilpoxipyprii Ta
HeBposiorii»  3akapnaTtcbkol 06nacHOi pagwn, BigAiIeHHA LepebpoBacKynsApHOI  NaTosorii,
JepxaBHuWii BULLNIA HaBYa/TbHWUI 3aKknaf, «Y>XropoACbKMiA HalioHaslbHUI YHIBEpCUTET», kadiegpa
HeBpoorii, Helpoxipyprii Ta ncuxiaTpii, M. Yxropog
3 O.M.H., npod. ToBaxHsAHCbKa O.J1.
HaByasibHO-HaykoBui  MeguuHuii  ueHTp «YHIBEPCUTETCBKA  K/IHIKA»  XapkiBCcbkoro
HauioHa/IbHOTO MeIMYHOro YHIBEPCUTETY, HEBPOJIOTiYHe BigAiNneHHs, M. XapkiB
4 O.M.H. Kobuce T.O.
KomyHanbHe HekomepLiiHe nignprMeMcTBo «KuiBCbka Micbka KiHiYHa NikapHsa Ned» BUKOHaBYOro
opraHy KwuiBcbkoi Micbkoi paan (KMIBCbKOI MICbKOI AepXaBHOi agMmiHicTpauii), BifaiieHHs
AEeMIENiHI3Y04YMX 3aXBOPOBaHb HEPBOBOI cucTeMu, M. Kuis

9. OHoBneHuit TMpoTokon KhiHiyHOro pocnimkeHHsa TAK-981-1502, Bepcis 3 iHKOPNOpPOBaHOLO
nonpaBkoto 4 Big 09 BepecHsa 2021 p., aHrNiNCbKOO MOBOID; JOCbE AOCAIAKYBAHOIO NiKapCbKOro
3aco6y TAK-981, Bepcia 4.0 Big 02 nunHAa 2021 p., aHrniiicbkolo MOBOK; Bpouwypa gocnigHuka
pocnimpkyBaHoro nikapcbkoro 3acody TAK-981, BuaaHHs 4.0 Big 20 cepnHs 2021 p., aHraiicbKoto
MoBOI0; IHchopMauifiHunii NMcToK NaujieHTa Ta hopma iHpopMoBaHOT 3roau Ans YKpaiHW, aHrNMiicbKOK
MoBolo, Bepcia 6.0 Big 15 nuctonaga 2021 p.; IHcdopmauiiiHuiAi nucToK nauieHTa Ta ¢opma
iHbopMmoBaHoOI 3rogn ANA YKpaiHu, yKpaiHCbKO MoBolo Bepcis 6.0 Big 15 nuctonaga 2021 p.;
IHhbopmauiiiHuii NncTOK nauieHTa Ta hopma iHchopMoBaHOiI 3roau An1s YKpaiHu, pocilicbKolo MOBOIO,
Bepcifa 6.0 Big 15 nuctonaga 2021 p. A0 NPOTOKO/Y KAiHIYHOrO BUNPOOYBaHHA «JocnimkeHHs dasu 1b/2
npenapaty TAK-981 y noegHaHHi 3 MNem6ponisymaéom [/ OUiHKM 6Ge3neyHoCTi, NepeHoCUMOCTi Ta
NPOTUMYXIMHHOT aKTUBHOCTI L€l KOMBIHALIT y NaLiEHTIB 3 OKPEMUMW NPOrpecyyMn abo MeTacTaTuyHUMM
CONMigHUMM NyxnuHamu», Kog gocnigxkeHHs TAK-981-1502, 3 iHKOpnopoBaHO Mnonpaskoo 3 Big, 23 KBiTHA
2021 p.; cnoHcop - «Takega [OeBenonmeHT CeHTep Amepikac, IHK.» («TAC Amepikac»), CLUA (Takeda
Development Center Americas, Inc. (TDC Americas), USA)

3aaBHMK - ToBapuctBo 3 O6MmexeHow BignosigasbHicTio «KOHTpakTHO-JocnigHuupka OpraHisauis
IHHOGhapM-YKpaiHa»

10. BK/1lOUEHHSA A0AATKOBUX MiCLb NpoBeAeHHs KMiHIYHOro BUNPOOGYBaHHA B YKpaiHi 4O NPOTOKOMY
KNiHiYHOro gocnigxeHHs «OujiHKa KNiHIYHOT edpekTMBHOCTI Ta 6e3nekn nepuHgonpuny 10 mr |/ iHganamigy
2,5 mr | amnoguniHy 5 a6o 10 mr / 6iconponony 5 mr y komb6iHauii 3 ofHIeT TabeTkn nicna 8 TUXHIB



NiKyBaHHSA Yy NOPIBHAHHI 3 Bi/IbHOK KOMGiHauieto nepuHgonpuny 10 mr, iHganamigy 2,5 Mr Ta amnogmniny 5
a6o 10 Mr y nauieHTiB 3 HEKOHTPOJ/ILOBAHOIO E€CEHUiaNbHOK rinepTeHsieln. MixHapoaHe, 6araToLeHTpoBe,
paHgomi3oBaHe, noAgiliHe cnine, 16-TmxHeBe AOCMAIMKEHHS.», ko4 AocnimpkeHHs CL3-05179-002, dhiHanbHa
Bepcia Big 10 TpaBHA 2021 p.; CNOHCOP - IHCTUTYT MiKHapoAHUX gocnimpkeHb «CEPB’E€» (Institut de
Recherches Internationales Servier (1.R.1.S.)), ®paHuis

3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBifasbHICTIO «KLP YkpaiHa»

No M.1.B. BignoBigasbHOro gocnigHuKa

n/n Ha3ga Micus npoBeAeHHSA K/iHIYHOro BUNPOo6yBaHHS
1 K.M.H. BuwwHeBeLbKuiA |.1.
KomyHanbHe nignpuemMctBo «JlikapHa Nel >XMTOMUPCLKOT MICbKOI pagy, KOHCY/IbTaTUBHO-
nikyBa/ibHe BiafineHHsa "HaykoBO-A0CNIAHNLbKUIA LEeHTP», M. XKutoMup
2 O.M.H., npod. Penopos C.B.
KomyHaslbHe HekoMepuiiiHe nignpuMeMCTBO «LleHTpanbHa Micbka KJ/liHiYHa fikapHa  |BaHo-
®paHKIBCbKOI MICbKOT pagu», KapAionoriyHe BIiAA4ISIEHHS, |BaHO-PPaHKIBCbKMIA HaUiOHa/TbHWIA
MeYHUIA YHIBEpCUTET, kadpedpa Tepanii i CiMeinHoi MeanumHn NicnsaaunaIoMHOT OCBITH, M. IBaHO-
®paHKiBCbK

11. 3miHa Ha3BM [OCAIAKYBaAHOro fikapcbkoro 3acody 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, lipegecTpaHT, Ro 719-7597/ F12 (RO7197597);
2407529-33-1); TBeppai kancynu; 30 mr; F. Hoffmann-La Roche Ltd, Switzerland; F. Hoffmann-La
Roche Ltd., Switzerland; Bpouypa gocnigHuka GDC-9545 (Giredestrant, FipegecTtpaHT, Ro 719-7597/
F12 (RO7197597); 2407529-33-1), Bepcia 5 Big 31 TpaBHa 2021 aHrnilficbkoro MOBOW; Jocbe
pocnipkyBaHoro nikapcbkoro 3aco6y GDC-9545 (Giredestrant, FipepgecTpaHT, Ro 719-7597] F12
(RO7197597); 2407529-33-1) Ta CKOpouyeHe [AOCbE AOCNIMKYBaHMX JiKapCcbKux 3aco6iB, Lo
BMKOPUCTOBYIOTLCA fIK MpenapaTtu MOPiBHAHHA, gatoBaHe udepBHeMm 2021 (aHrnificbKoo MOBOWO);
CKopouyeHe p[O0CbE [OC/iMKYBAHOIO JiKapcbKOro 3aco6y AHacTpo3on (Anastrozole, Arimidex,
RO0718807, 120511-73-1), patoBaHe 28 uepBHA 2021 (aHrNiiCbKOK MOBOLO); 3pPa3sOK €TUKETKU 3
iHdbopmauieto npo npenapat GDC-9545 (Giredestrant, lNpegectpaHT, Ro 719-7597/ F12 (RO7197597);
2407529-33-1) Big 10 niotoro 2021 yKpaiHCLKOK MOBOK [0 MPOTOKO/Y KAiHIYHOrO BUNPOOYBaHHS
«PaHgomi3oBaHe 6GaraToLeHTpOoBe BiJKpUTE Heoaf'toBaHTHe AO0CNifKeHHs dhasn |l B ABOX napasiesibHux
rpynax pns oOuiHKM edekTUBHOCTI, 6e3nekn i dpapMakokiHeTvkn npenapaty GDC-9545 y noegHaHHi 3
nNanoounKknibomM y NOPIiBHSAHHI 3 aHACTPO30/10M Y NOEAHAHHI 3 NaN6OUUKNIOOM Y XIHOK B NOCTMeHonaya3i, ki
paHiwe He nikyBasMcs, 3 eCTporeH-peLenTop-no3nuTmeHum i HER2-HeratBHMM pakoM MOJIOYHOT 3a/1031 Ha
paHHii cTagji», kog gocnimkeHHs WO42133, sepcia 1 Big 08 ksiTHA 2020; cnoHcop - F. Hoffmann-La Roche
Ltd («®.XodhdmaHH-/15 Pow JITa»), WBeiiuapis

3aaBHuK - TOB «Kpomocdapma YkpaiHa»

12. OHoBneHi po3ginu 3.2.S5.2.1 Manufacture ta 3.2.P.3.1 Manufacturer(s) gocbe gocnigxyBaHoro
nikapcbkoro 3acodoy MK-3475 Pembrolizumab SC, Bepcia 07X8LP Big 17 nuctonaga 2021 poky,
AHrNifCbKOK MOBOKO [0 NPOTOKO/Y KNIHIYHOTO AOCAIMKEHHS «BigkpuTe, paHgomisoBaHe gochimpkeHHs |l
hasn Ans BMBYEHHS (papMakoKiHETUKM Ta 6e3nevyHocTi nem6ponisymady Ans nifglKipHOro BBeAEHHS
MOPIBHAHO 3 Nem6posiisymaboMm [515 BHYTPILUHLOBEHHOIO BBELEHHS, B KOMOIHALIl 3 [0BOXKOMMOHEHTHO
ximioTepanielo npenaparaMmu naaTMHW, B AKOCTI nepluoi AiHil Tepanii ANA yyacHUKIB 3 MeTacTaTU4yHUM
NJIOCKOKNITUHHUM a60 HENMOCKOKNITUHHUM HeApiOHOKMTITUHHAM pakom JiereHiB», Koh pocnipkeHHs MK-
3475-A86, Bepcia 3 iHkoprnopoBaHoto nonpaskoto 01 Big 26 TpasHA 2021 poky; crnoHcop - «Mepk Lapn eHg,
Joym Kopn.», godipHe nignpmuemctso «Mepk eHp, Ko., IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary
of Merck & Co., Inc., USA)

3asBHMK - TOBApMCTBO 3 06MEXEHOH BiANOBIAasIbHICTIO «MC/J], YkpaiHa»

13. 36inblUeHHA KiNbKOCTI MauieHTiB, AKi npuiimaloTb y4dyacTb Yy KAiHIMHOMY BUNPOGYBaHHIi Ha
TepuTtopii YKpaiHu, 3 60 go 65 ocio; MoaoBxeHHA TepMiHY TPMBaNOCTI KAiHIYHOro BUNPOGYBaHHA A0
30 uepBHA 2022p.; AocnipkeHHA 18748 _OnNuUTyBa/IbHUK WOA0 3BOPOTHOIrO 3B’A3KY Bifg yuyacHuKa(-Li)
B[OCNiAKeHHA_OCHOBHA Bepcia gocnipxkeHHs 2.0 Big 24 nuctonaga 2020p._ Mepeknag 3 aHrniicbKoi
MOBM Ha YKpPaiHCbKy Ta pocilicbKy MoBU gnAa YkpaiHu; 18748/CONCORD_KapTka nogskv_OCHOBHa
Bepcia gocnimkeHHa 1.0 Big 23 uepBHA 2020p._lNepeknap 3 aHriiCbKOI MOBU Ha YKpaiHCbKy Ta
pociiicbky MOBM A YKpaiHU [0 NpoTOKO/y KAiHIYHOro AocnimpkeHHs «PaHaomizoBaHe, noggiliHe chine,
nnauebo-KkOHTPOIbOBaHe, 6GaraToueHTpoBe [OCAIMKEHHA [AON1A  OUiHKM  6e3nekn Ta ed)eKTUBHOCTI
iHAMBIAYaNbHO TUTPOBaHMX MepopasibHUX 03 PYHKauuryarty y nauieHTiB 3 KNiHIYHUM diarHO30M XPOHIYHOT
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XBOPOOM HUMPOK 3 LYyKpOoBMM fiabeToM Ta/abo rinepreHsielo, Ta Xxoya 6 OAHIE CepLeBO-CYANHHO
CYNyTHbOKO NaTosiorielo», koA pocnimkeHHs No. BAY1101042 /18748, Bepcia 3.0 3 MiDKHapOLHO
nonpaskoto 2 Big 09 uepsHs 2021 poky; cnoHcop - baitep Al, HimeuyuunHa

3anBHUK - TOB «baiiep», YkpaiHa

14. OHoBneHa 6powypa gocnigHuka (Bl 836880) Bepcis 9 Big 03 nuctonaga 2021; 3miHa Ha3BU MicusA
NPoBeAEHHA K/iHIYHOro BUNPOOYBAaHHA [0 NPOTOKOY K/iHIYHOTO BUNPOOYBaHHSA «Bigkpute 4OCAILKEHHS
chasn |Ib 3 nmigbopy ao3n Bl 836880 y komGiHauil 3 e3abeHNiMabom Ans XapakTepucTukn 6e3neyHocT,
NepeHoCMMOCTi, hapMakoKIHETUKKN, ddapMakoAMHaMIKM Ta edEKTMBHOCTI Y NaLEHTIB 3 MiCLEBONOLUMPEHUM
abo MeTacTaTMYHMM HEMNIOCKOKAITUHHUM  HeApPiOHOKNITUHHAM pakoM JlereHi Ta iHWMMK  CONigHUMN
nyxaMHamu», ko gocnigpkeHHs 1336-0011, Bepcisa 7.0 Big 16 cepnHa 2021; cnoHcop - Boehringer Ingelheim
RCV GmbH & Co KG, ABcTpis

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

BYNO

CTA/O

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

KomyHanbHe HekomepuiiiHe nignpnemcTso «Micbka
KniHiuHa nikapHa Ned» [JHINPOBCLKOT MICLKOI paju,
rocnpospaxyHKOBWUIA BigAin OEeHHOoro
cTauioHapy MicbKOro ximiotepaneBTUYHOrO
LeHTpy, [epxaBHuii 3aknag «[HiNponeTpoBcbka
Me[MyHa akagemis M 0XOpoHW 300pPOB'S YKpaiHu»,

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

KomyHanbHe HekomepuiliHe nignprvemMctso «Micbka
KniHiyHa nikapHA Ned» [HINPOBCLKOI MICbKOI paau,
XiMmioTepaneBTUYHe BigAiIeHHas 3  [AeHHUM
cTauioHapowm, [JHINPOBCLKWIT AepXaBHUA MEeAUYHUIA
yHiBepcuTeT, kadpegpa OHKOJIOrii Ta MeguyHol
pagionorii, M. JHinpo

Kachegpa OHKoMoOrii Ta MeAWYHOl pagionorii, M.
[Hinpo

15. Bpouwypa pgocnigHuka RO5541267, Tecentriq (atezolizumab), Bepcis 18 Big nunHa 2021 poky,
aHrniicokoto moBoto; Jopatok 1 Big cepnHAa 2021p. go Bpowypu pgocnigHuka gna R0O5541267,
Tecentriq (atezolizumab), Bepcia 18 Big nunHa 2021 poKy, aHrNIICbKOK MOBOK [0 MPOTOKOY
KNiHIYHOro AocnigxeHHs «35 dpasa, BigkpuTe, paHAoMi3oBaHe AOCAIMKEHHSA AN OUiHKA eeKTMBHOCTI Ta
6e3neku npenapaty Atesonisymad (ANTI-PD - L1 aHTWTI/IO) B NOPIBHAHHI 3 ONTUMAasIbHOO NiATPUMYHOUOI0
Tepanieto nicnsa  aj'loBaHTHOI  XimioTepanii OCHOBaHOI Ha LucnnatuHi Yy nauieHTiB 3 MOBHICTHO
pesekTabenbHUM HefpiGHOKMITUHHUM pakom sereHb IB-IIIA cTagii», ko pgocnigpkeHHa GO29527, sepcia 9
Big 17 kBiTHA 2021 p.; cnoHcop - F. Hoffmann-La Roche Ltd, Switzerland («®. XochdmaHH-/19 Pow NTa»,
LLseliuapis)

3aaBHUK - ToBapuctBo 3 OO6MexeHow BignosiganbHICTO
IHHO®apmMm-YkpaiHa»

«KOHTpaKTHO-fOoCNIOHNLBKA — OpraHisaLis

16. IHCTpYKUiA WoA[0 npuiiomy sieHBaTUHIGY, ocTaTtouHa Bepcia 1.0 Big 18 nuctonaga 2020 poky;
wa6noH Bepcia 4.0 Big 09 XoBTHA 2020p., YKpAiHCLKOKO MOBOK AN YKpaiHU; IHCTPYKUiA wWoao
npuiiomy neHBaTUHIOY, ocTtaTtouHa Bepcis 1.0 Big 18 nuctonaga 2020 poky; wabnoH Bepcis 4.0 Big 09
YXOBTHSA 2020p., poCilicbKkol0 MOBOI AN YKpaAiHU [0 NPOTOKOY KNIHIYHOrO AOC/iMKEHHS «JocnigKeHHs
Ib/ll dpasn kombGiHOBaHOT Tepanii 3 nemoéponisymadom (MK-3475) npu nikyBaHHi MeTacTaTU4yHOro
KacTpaLiiiHO-pe3nCTEHTHOro paky nepeamixypoBoi 3an03u (MKPPM3) (KEYNOTE-365)», ko4 AOCNigKeHHS
MK-3475-365, Bepcis 3 iHkopriopoBaHoto nonpaskoto 10 Big 30 cepriHa 2021 poky; cnoHcop - «Mepk LWapn
EHg Joym Kopn.», godipHe nignpnemctBo «Mepk EHf Ko., IHk.», CLLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

3asBHMK - TOBApMCTBO 3 06MEXEHOH BiANOBIAasIbHICTIO «MC/[], YkpaiHa»

17. Bpouwypa gocnigHMKa [ocnigKyBaHOro nikapcbkoro 3aco6y Jlycnartepuent (ACE-536), Bepcis
14.0 Big 01 BepecHsa 2021 p., aHrnincbKow MoBor; ACE-536-MDS-002, IHchopmauisa gna nauieHTa i
thopma iHpopMOBaHOI 3rogn aHrNiNCbLKOK MOBOK A1S YKpaiHu, Bepcia 6.1 Big 19 nucrtonaga 2021
p.; ACE-536-MDS-002, IHhopmauisa gna nauieHta i popma iHhopmMmoBaHOI 3roan YKpaiHCbKOKO MOBOLO
AnAa YkpaiHu, Bepcisa 6.1 Big 19 nucronaga 2021 p.; ACE-536-MDS-002, IHchopmauis anAa nauieHTa i
cthopma iHchopmoBaHOI 3roau pociiicbkoro MOBOIO Asisl YKpaiHu, Bepcis 6.1 Big 19 nuctonaga 2021 p.
[0 NPOTOKOY KNiHIYHOTO BMNPOOYBaHHSA «BigkpuTe, paHaomizoBaHe AocnimkeHHs da3u 3 ons NOPIBHAHHSA
edhekTMBHOCTI Ta 6e3neyvHocTi npenapaty nycnatepuent (ACE-536) Ta enoeTuHy anba Ans sikyBaHHSA
aHeMii, CNpMYnHEeHoi MienogucnaacTuyHumMmn cuHapomamm (MAC) 3 ayxe HU3bKUM, HU3bKUM ab0 NPOMIKHUM
piBHem pu3nky 3a IPSS-R, y nauieHTiB, SKi paHille He OTpuUMyBasIM CTUMYNSATOPU epuTponoesy Ta



noTpebytoTb NepesiMBaHHA epuTpoumTiB», kog JocnimpkeHHs ACE-536-MDS-002, nonpaska 3.0 Big 23
ntoTtoro 2021 p.; cnoHcop - Celgene Corporation, USA/ CengxeH KopnopeiiwH, CLUA

3asaBHMK - ToBapuctBo 3 O6MexeHow BignosigasbHiCTIO «KOHTpakTHO-4OCNIAHMLBKA —OpraHisadis
IHHO®apM-YKpaiHa»

18. OHoBneHa Bpouwypa gocnigHuka (HDM SLIT-tablet), peaakuia 16 Big 10 nuctonaga 2021 p. a0
NPOTOKONY KAIHIYHOrO AochimKeHHs «OaHopivHe niaueb0-KoOHTpPoNboBaHe AocnimkeHHs 1l da3n 3 OuiHKM
edheKTMBHOCTI Ta 6e3nekn TabneTkn ansa cybniHreasibHOi imyHoTepanii (SLIT-tablet) npu aneprii Ha Kniwa
AoMalluHboro nuay y gitein (5—11 pokiB) 3 pPUHITOM/PUHOKOH'FOHKTMBITOM, BUKMKAHUM K/iLLEM AOMAaLUHbOro
nuny, 3 abo 6e3 actMu», kog gocnimpkeHHs MT-12, sepcia 5.0 Big 19 6epe3Hsa 2021 p.; cnoHcop - AJK-
Abenno A/C, OaHia (ALK-Abello A/S, Denmark)

3asBHuK - TOB «MB KBecT», YkpaiHa

19. OHoBneHa No6anbHa Bpowypa AocnigHuka Retifanlimab (INCMGA00012, MGA012), BugaHHA 8
Big 10 nuctonaga 2021 p. A0 MPOTOKO/Y K/IHIYHOIO JdocnimkeHHa «dasa 1, [oChimpKeHHSA Ge3neku,
nepeHocumMocTi Ta dapmakokiHeTukn INCMGAO00012 (konuwHa HasBa MGAO012) y naujieHTiB 3 CONigHUMU
NyxX/IMHaMK Ha Mi3HIX cTagisax po3sutky xsopobu (POD1UM-101)», kog pocnimkeHHs INCMGA 0012-101,
nonpaeka 9 Big 09 uepBHst 2020 p.; cnoHcop - «IHcaliT KopnopeliwH» (Incyte Corporation), CLUA

3asaBHuK - TOB «KLIP YkpaiHa»

20. 36inblUeHHA 3an/1IaHOBaHOI KiIbKOCTi AOCNiMKYBaHUX AN BKAIOYEHHSA Y K/liHiYHe BUNPOOYBaHHA
B YKpaiHi (3 270 go 340 nauieHTiB); MoAOBXeHHA TPUBAOCTI KNiHIYHOro BUNPooGyBaHHA B YKpaiHi Ao
30 KBiTHA 2024 poKy; AJOBiAHMK y4acHUKA AOC/iAKEHHA 3 BUKOHAHHSA Bi3UTIB, Bepcisa 2 Bif, 19 TpaBHA
2021 poky ykpaiHcbkoio Mmool (AMAM-UA-UA-PAR-APP-GDE-V2-PA2-05/19/2021); KepiBHMUTBO 3
Bi3UTIB A1 yYaCHMKa AOC/i/KeHHA, Bepcia 2 Big 19 TpaBHA 2021 poky pociiicbkoto mosoto (AMAM-
UA-RU-PAR-APP-GDE-V2-PA2-05/19/2021); KapTka «ENeKTpoHHuI LWoAEeHHUK y4YyacHUKa
pocnigpxeHHa» (AMAM-UA-UA-EDIARY-HANDOUT V1 09092021), Bepcis 1 Big 09 BepecHsa 2021 poky
YyKpaiHCbKolo MoBoOIo; KapTka «Ball eneKTpoHHUIA WwoaeHHUK aocnimpkeHHa» (AMAM-UA-RU-EDIARY-
HANDOUT V1 09092021), Bepcia 1 Big 09 BepecHA 2021 pOKy POCIiICbKOIO MOBOI [0 MPOTOKONY
KNiHiYHOro pocnimpkeHHsa «baratoueHTpoBe, PaHgomizoBaHe, [lMoggiiHe cnine, lMnaue6o- Ta AKTMBHO-
KoHTponboBaHe [ocnimpkeHHs Il ®asn gna OuiHkm EdpekTMBHOCTI Ta besneyHocTi 3acTocyBaHHS
Mipikisymaoy y lNaujeHTiB i3 XBopo6oto KpoHa lMomipHoro Ta Tskkoro lMepebiry», ko aocnigpkeHHs 16T-
MC-AMAM, 3 iHKoprnopoBaHoto nonpaskoto (¢) Big 01 kBiTHA 2021 poky; cnoHcop - Eni Ninni eHg Komnari,
CLA

3anaBHuK - «Eni Ninni Boctok CA», LUBeiiuapis

21. 3miHa Ha3BMW MicUA NPoBeAEeHHS K/iHIYHOro BUNPOGYBaHHA [10 NPOTOKO/Y KMIHIYHOIo AOCNIIKEHHSA
«PaHgomisoBaHe, noggiiiHe cnine, nnauebo-kOHTposiboBaHe —gocrimkeHHs |l a3 NOpiBHSAHHSA
nem6ponisymaby (MK-3475) 3 ximioTepanieto Ta ximioTepanieto 3 nnauebo ans tepanii nepwoi AiHii npy
nepcucTyrodomy, peuumamMBHOMy abo meTacTaTuyHoMy paky wuiikn maTtkm (KEYNOTE-826)», kof
pocnipkeHHss MK-3475-826, 3 iHkopnopoBaHow nonpaskoto 06 Big 29 vepsBHs 2021 poky; cnoHcop - «Mepk
Wapn EHAg Aoym Kopn.», govipHe nignpuemcTteo «Mepk EHA Ko., IHK.», CLLUA (Merck Sharp & Dohme Corp.,
a subsidiary of Merck & Co., Inc., USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOH BifgnoBifasibHICTIO «MC/L YKpaiHa»

BY/NO CTANIO
O.M.H. KpyxaHiBcbka A.€. O.M.H., npod). KpmxaHicbka A.€.
KomyHanbHuii 3aknag, «Mpukapnarcbkuii | KOMyHasibHe HeKkOoMepLiliHe niANPUEMCTBO
KMiHIYHUA OHKONOriuHMiA ueHTp», lll xipypriuHe | «[pukapnatCbKuii  KNiHIYHWIA  OHKOMOriUHWIA

BigdineHHs, [epxaBHMiA BulMii HaBYa/IbHUIA | LeHTP IBaHO-PpaHKIBCbLKOI 06/1acHOI paau»,
3aknag «lBaHO-®paHKIBCbKMIA  HauioHanbHWii | XipypriuHe BigaineHHs Ne3 ropmoHo3anexHux
MeAVYHUIA yHIBepcuTeT», Kad)egpa OHKOJIOril, | NyX/IMH Yy  )KIHOK, IBaHO-PpaHKiBCbKUA
M. IBaHO-DpaHKiBCbK HauiOHaJIbHUIA MeAWYHUIA YHiBepcuTerT,
Kacpeapa oOHKoNOorii, M. IBaHO-PpaHKIBCbK




22, 36inblUeHHA KiNbKOCTI NauieHTIB, WO 6yAyTb 3a/ydyaTUca y KiiHiyHe BUNpPoGyBaHHA B YKpaiHi 3
150 po 170 oci6 [0 NPOTOKO/Y KNiHIYHOTO BUNPOOYBaHHA «J[oBrotpusasie 6araToueHTpoBe BigkpuTe
OocnifpKeHHA 0N OLiHKM 6e3NeYHOCTi Ta NepeHoCMMOCTi 3MIHHUX 03 6peKcninpasony Ak NiATPUMYYoro
nikyBaHHA y nignitkie (Bikom 13-17 pokiB) 3 WM3odpeHieto», koh agocnimxkeHHs 331-10-236, Bepcia 6.0 3
nonpaskoo 5 Big 04 cepnHA 2021 poky; cnoHcop - Otsuka Pharmaceutical Development &
Commercialization, Inc., USA («Ouyka ®apmacbtoTikn JeBenonveHT eHg KomepciniselilwH,, IHk.», CLUA)
3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

23. BKNIOUYEHHA A0[0aTKOBOro Micus npoBeAeHHs K/iHiYHOro BUNnpooyBaHHs; 3MiHa BignoBiganbHOro
[ocnigHuKa y Micui npoBefeHHs KAiHIYHOro BUMNPOOYBaHHA A0 MPOTOKOY KAIHIYHOrO AOCAiMKEHHS
«baraToUeHTpoBe paHAoMi3oBaHe, MOABIMHO cnine, nnauebo-KoHTposiboBaHe AochigxkeHHsa Il casm 3
METOI0 OLiHK/M O3aHimogy ANns NpuiloMy MepopasibHO NpY NPOBEAEHHI IHAYKUiNHOT Tepanii nauieHTam i3
cepefHbOTHKKMM abo TsHKKMM nepebirom xBopobwu KpoHa B akTuBHIN doopMi (ZocnigxeHHs No2 3 OLjiHKM
iHOYKLUiAHOT Tepanii)», ko pocnimpkeHHs RPC01-3202, pegakuis 6.0 Big 14 yepBHs 2021 p.; cnoHcop -
«CenpxeH IHTepHewwHn |l Capn» (Celgene International 1l Sarl), LLseliyapis

3asBHNK - TOBAPUCTBO 3 OBMEXEHOIO BIAMOBIAANBHICTIO «Ml EC AN-YKPAIHA»

No M.1.B. BignoBsigasnbHOro gocnigHuka

n/n HasBa Micus npoBeAeHHSA K/iHIYHOro BUNpPo6yBaHHS

1. nikap Kynnesaupka HO.B.

KomyHanbHe HekomepuiiiHe nignpuemcTBo «Micbka nonikniHika Ne9» XapkiBCbkoi MiCbKOi paaw,
BiAi/IEHHS BY3bKMX haxiBLiB, M. Xapkis

BYNO CTANO
nikap Tkauyk O.A. nikap Mapuyk H.B.
KomyHanbHe nignpuemctBo «BonuHcbka o6nacHa | KomyHanbHe nignpvemcTBo «BonunHcbka o6nacHa
KniHiYyHa nikapHa»  BosMHCbKOT  06n1acHOi  pagw, | KniHivHa nikapHsa» BonmHCbKoi o6nacHoi paaw,

XipypriuHe BigAINEHHS (EHOOKPUHHOT Ta | xipypriuHe BigAiNeHHs (EHOOKPUHHOT Ta
abgoMiHanNbHOI  Mmatoniorii) 3 MPOKTOMONYHMMYK | aBAOMIHANIbHOT MAaToMoril) 3  NPOKTOAOTIYHUMM
nxkamu, M. JIyubk NibKKamm, M. JTyLbK

24. YkpaiHa, MK-6024-001, Bepcisa 1.00 Big 30 nucronaga 2021 p., yKpaiHCbKOIO MOBOIO, iHhopmaLis
Ta OOKYMEeHT npo iHhopmoBaHy 3rogy ANA nauieHTa; YKpaiHa, MK-6024-001, Bepcia 1.00 Big 30
nuctonaga 2021 p., pocificbkolo MOBOMO, iH(hbopmauisi Ta AOKYMEHT npo iHhopMoBaHy 3rogy Ans
nauieHTa 40 NPOTOKOJY KNiHIYHOIO [OCNIMKEHHA «PaHOoMmizoBaHe, BigKpuTe [ocnimpkeHHa 2a dasun 3
aKTVBHUM MpenapaTtoM MOPIBHAHHA B SAKOCTI KOHTPO/IO, AN1A OuiHKW  eIEKTMBHOCTI Ta 6e3neku
eciHoneraytnay (MK-6024) y nauieHTIB 3 HeEasIKOroNIbHOK XKMPOBOK XBOPOOOK MNEYiHKU», Kopg
pocnipkeHHa MK-6024-001, 3 iHkopnopoBaHoto nonpaskoto 02 Big 26 cepnHa 2021 poky; cnoHcop - «Mepk
Wapn eHg Joym Kopn.», aodipHe nignpnemMmcteo «Mepk eHf Ko., IHK.», CLLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBApUCTBO 3 0OGMEXEHOI0 BianoBigasbHICTI0O «MC/, YKpaiHa»

25. MK-1242-035_Bbpouwypa ana nauieHTta, Bepcia 1 ana YKpaiHn, yKpaiHCbKoo moBoto; MK-1242-
035_Bpowypa pna naugieHta, Bepcia 1 pgna  YKpaiHu, pocilicbkolo MoBot; MK-1242-
035_IHdhopmauniviHmin  nuct, Bepcia 1 ana  YkpaiHn, yKpaiHCbkO MoBow; MK-1242-
035_IHdhopmauniiHuini nucTt, Bepcia 1 ana YkpaiHu, pociiicbkoo MoBow; MK-1242-035_KaneHpap
Bi3UTIB ANA y4YacHUKIB, Bepcis 1 Ansa YKpaiHu, ykpaiHCbKoo MoBoto; MK-1242-035_KaneHaap Bi3uTiB
ANA y4YacHUKIB, Bepcia 1 ana YKpaiHu, pociiicbkolo moBoto; MK-1242-035_KapTka HaragyBaHHsS npo
Bi3uT, Bepcia 1 ansa YKpaiHu, yKpaiHCbKOolo MoBOM; MK-1242-035_KapTka HaragyBaHHS Npo Bi3wuT,
Bepcia 1 pnAa YKpaiHu, pociiicbkoo moBot; MK-1242-035_3pa3oK eTUKETKU ANA eJIEKTPOHHOro
woaeHHuKa ansa nauieHta (Medidata 3DS Site Use Label), ana YkpaiHu, aHrniiicbkoto moBoto; MK-
1242-035_3pa3oK eTUKeTKU A e/IEKTPOHHOro wogaeHHuka ana naudieHta (Medidata 3DS Site Use
Label), ana YkpaiHn, ykpaiHCbKolo MOBOW; MK-1242-035_3pa3oK eTUKeTKM pAns efeKTPOHHOro
woaeHHuKa gna nauieHta (Medidata 3DS Site Use Label), ana YkpaiHu, pociiicbkoo MOBOI [0
NPOTOKONY  KNIHIYHOTO  AOCNiMKEeHHs «PaHgomizoBaHe nnauebo-KOHTposiboBaHe 6a3oBe  KAiHiYHe
pocnipkeHHa 1l casn ana ouiHknm edpekTMBHOCTI Ta 6e3nekn Bepiuiryaty | MK-1242, ctumynsartopa
PO34YMHHOI ryaHinaTuuknasu, y AOPOC/NX 3 XPOHIYHOK CEepLLEBOD HEeAOCTATHICTIO 3i 3HMXKEHOW hpakLjieto
BUKUAY», kog, pocnimkeHHa MK-1242-035, sepcia 00 Big 14 nunHa 2021 poky. ; cnoHcop - «Mepk Wapn EHg
Joym Kopn.», podipHe nignpuemctso «Mepk EHg Ko., IHk.», CWA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)



3aaBHUK - TOBApUCTBO 3 0OMEXEHO BignoBifasibHICTIO «MC/L YkpaiHa»



