Jopartok 1

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJMIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne05 Big 11.03.2021,
HTP N208 Big 11.03.2021, Ha siki 6y/i1 OTPpUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «PaHpgomizoBaHe, noggiliHe cnine, nnauebo-KOHTPOSIbOBaHe AOCAIMKEHHA da3nm 3 A4S OUiHKK
ehekTnBHOCTI Ta 6e3neyHocTi 3actocyBaHHs PRM-151 y nauieHTiB 3 igionaTuyHum nereHeBmM oibpo3om»,
koA pocnimkeHHs WA42293, sepcis 3 Big 13 nuctonaga 2020 poky, cnoHcop - «®. XothdmaHH-/1s Pow Jita»
[F. Hoffmann-La Roche Ltd.], LUBeiiyapis

®asza - Il

3asBHVK - TOB «KOBAHC K/NIHIKA/T AEBE/TONMEHT YKPAIHA»

Ne M.l.6. BigNOBIAaLHOrO AOCMIAHVIKA,
n/n HasBa Micus npoBefeHHs KiHIYHOro BUNPo6yBaHHS

1 K.M.H. Kipeea T.B.

KomyHanbHe HekomepuiliHe nignpruemcTBo «Micbka KniHiYHa nikapHsa Nel6x» [HINpOBCHLKOT MiCbKOT
pagn, TepaneBTUYHE BIAAIIEHHA 3 MYy/IbMOHOMAOMYHUMK  fbkkamy; [epxaBHU  3aknaj,
«[HinponeTpoBCcbka MeaMuyHa akagemis MiHicTepcTBa OXOPOHM 3[0POB’'A YKpaiHu», Kadepgpa
BHYTPIWHLOT MeanUMHN 1, M. [JHinpo

2 O.M.H., npod. uneH-kop. HAMH Ykpainn Maspuctok B.K.
[epxaBHa ycTaHoBa «HauioHaslbHUIA HCTUTYT ITMIiaTpii | nyabMoHoori iM. ®.I. AHOBCLKOrO
HaujioHa/ibHOT akageMii MeANYHNX HAYK YKPaiHW», KIiHIKO-QOYHKLIOHa/IbHE BiAgisieHHs, M. Kuis

2. «baratoueHTpoBe, BiAKPUTE AOCNIMKEHHS 3 OAHIEND TPYNol, 3 OLIHKKM 6e3neyHOCTi Ta eqIeKTUBHOCTI
MichenpuCToHy 5 Mr Ans NikyBaHHSA €HAOMETPIO3Y Y XIHOK penpoaykTUBHOIO BiKy NMPOTSArOM ABOX LMKIB
Tepanii TpUBanicTIoO 24 TWXHS KOXHUI», kof, AochigxkeHHs CLI20001/Lita005, sepcis 3.0 Big 20 xoBTHs 2020
pOKy, cnoHcop - Litaphar Laboratorios S.L., Spain / Nitachap /labopatopio3 EcEn, IcnaHis

da3za - Il

3asaBHUK - TOB «HO CI TI-IJIOBAJT», YkpaiHa

Ne M.l.b. BignoBigansHoOro gocnigHuka,

n/n Ha3Ba Micug NpoBeAeHHSA K/iHIYHOro BUNPO6GYBaHHS

1 O.M.H., npod. Pe3HiyeHko I'.1.

KomyHanbHe HekomepuiiHe nignpruemMctso «llosorosuii 6yanHok Ned» 3anopi3bkoi MiCbkol paau,
riHekonorivyHe BigAiNeHHs, M. 3anopixka

2 O.M.H., npod., uneH-kop. HAMH YkpaiHun TaTapuyk T.®.

ToBapnCTBO 3 0OMEXEHOHK BiAMNOBIfabHICTIO «MeanyHnii LeHTp «BEPYM», M. Kni

3 A.M.H. Kocei H.B.

JepxaBHa ycTaHoBa «lHCTUTYT nepgiaTpii, akywepcTsa i riHekosorii iMeHi akagemika O.M.
Nyk'aHoBOI HauioHasibHOT akageMmii MeguyHUX HayK YKpaiHu», BigaiNneHHs eHO0KPUHHOT riHeKonoril,
M. Kni

4 O.M.H., npodp. FO3bko O.M.

KomyHanbHe HekomepuiiiHe nianpuemcTBo «UepHiBeubkuii 06sacHWii nepuHaTanbHUiAi LeHTP»,
XiHoya koHcynbTauia Nel, BiAfileHHA AEHHOro crauioHapy 3 6/10KOM aHTeHaTas/lbHOI OXOPOHMU
nnogy, M. YepHisui

5 4.M.H. Yeuyra C.b.

KomyHasibHe HekomepLiliHe NignprMeMCTBO «BiHHMLbKa MiCbKa K/liHIiYHA nikapHS «LleHTp maTepi Ta
ONTUHW», XXIHOYa KOHCYNbTalisl 3 AEHHMM cTauioHapom, M.BiHHMUA

6 nikap Asukos O.0.

JlikyBaNbHO-AiarHOCTUYHNIA LEHTP «3akapnaTtCbkuii LEHTP XipyprivHux iHHOBaUil «AcTpamepn»
ToBapnCcTBa 3 0OMEXEHOK BiAMOBiAa/bHICTIO «KniHika 340pOBOI poaMHU «AcTpamen»,

M. Y)XXropoz

7 nikap MoTtaneHko H.MM.

KomyHanbHe HeKoMepLUiHe nignpuemcTBo  «KOHCYNbTaTMBHO-AIarHOCTUYHWIA LEHTP>»
O60/10HCBLKOro palioHy M. Knesa, akywepcbKo-riHekonaoriyHe sigaineHHs Ne2, m. Kuis

8 Nikap KapneHko J1./1.

MeanuHunii ueHTp «Ok!KniHik+» ToBapucTBa 3 OOMEXEHOH BiAMOBiAaNbHICTIO «MiXHapoaHWi
IHCTUTYT KIIHIYHUX  JOcCnifkKeHb», KabiHeT nikapsA akylwepa-riHekosora Ta fikaps-yposora
CTaljioHapHOro BigaineHHs, M. Kuis

9 O.M.H., npodp. F'eHnk H.I.




KomMyHanbHe HekomepujiiHe nignpuemMcTBo «MICbKWIl KMIHIYHWI NepuHaTanbHWUiA LEHTp IBaHo-
dpaHKiBCbKOT MICbKOT paau», CcTalioHapHe BiafineHHs, |BaHO-PPaHKIBCbKUIA HaLioHaIbHNIA
MeaMYHUIA yHiBepcuTeT, Kadegpa akywepctsa Ta riHekonorii im. |L[. JlaHoBoro, M. IBaHoO-
®paHKiBCbK

10 K.M.H. JTutBuHeHko O.B.
JlikyBanbHo-giarHocTUYHMiA LeHTp TOB «MeanyHuii nikyBanbHO-AiarHOCTUYHWUIA LeHTP «MegaioH»,
BiAAi/IeHHa XipypriyHoro ctauioHapy, nonikniHiyHe BiggineHHa, m. MonTtasa

11 K.M.H. lWypnsak C.O.
KomyHasibHe HekomepuiiHe nignpuemcTBO JIbBiBCbKOI 06/1acHOi paan «JIbBIBCbKWiIA 06nacHuii
KMIHIYHUIA NepuHaTasIbHWIA LEHTP», BigdiNeHHsa «PenpoayKTVBHOIO 340P0B s Ta M/IaHyBaHHS CiM 1»,
JIbBIBCbKMIT  HauiOHaNbHWIA  MeauyHWii  yHiBepcuTeT iMeHi [aHuna [anuubkoro, kadegpa
akyLepcTBa, rHeKonorii Ta nepuHaTonorii pakyneTeTy NicnaannaoMHol ocBiTH, M. JIbBiB

12 | A.M.H., npod. Makapuyk O.M.

LleHTp nnaHyBaHHA CiM'i Ta penpogykuii nwogvHn «EkcTpamen» ToBapucTBa 3 0OMEXEHOH
BIANOBIgaNbHICTIO «KniHika penpoaykTneHoi megnunHn «EKCTPAME/L», XiHO4Ya KOHCy/bTaLis,
M. IBaHO-®paHKIBCbK

3. «PaHpomi3oBaHe, noagiiiHe cnine, naauebo-KOHTPO/IbOBaHe, 6GaraToLeHTPOBE  A0CNIMKEHHS
napanenbHuUX rpynax A/s ouiHky chapmMakoguHamikuy, hapmMakokiHeTUkM, 6e3neyYHOCTi Ta NepeHOCMMOCTI
npenapaty GLPG3970 npu nepopasibHOMY 3aCTOCYyBaHHi MPOTArOM 12 TWMXHIB Y AOPOCAUX NauieHTiB 3

aKTMUBHMM CUCTEMHUM YepBOHMM BOBYaKOM>»,

B

Kon pocnimpkeHHsa GLPG3970-CL-102, sepcis 1.0 Big 17

BepecHs 2020 poky, cnoHcop - Galapagos NV, Belgium

da3sa -

Ib

3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjen «AVK'HOBIA PAC YkpaiHa»

Ne M.1.6. BiANOBiAa/ILHOrO AOCMIAHMKA

n/n HasBa Micus npoBeAeHHS KiHIYHOTO BUNPOOYBaHHS

1. | A.m.H., npod. Pekanos A.I.
MeanYHWI LEHTP TOBApUCTBa 3 0OMEXEHOI0 BiANOBIAANBLHICTIO «CydacHa KiHika», M. 3anopikks

2. | K.M.H. KoBasieHko C.O.
MeanyHWii LeHTp ToBapucTBa 3 OOMEXEHO BiAMOBIAANBHICTIO «[apMOHIA Kpacu», BifaifeHHs
KNiHIYHNX BUNPO6GYBaHb, M. KuiB

3. | A.M.H., npod. LLIquyK C.B.
HaykoBO-A0CAiAHWA IHCTUTYT peabiniTayii ocié 3 iHBaNigHICTIO (HaBYaIbHO-HAYKOBO-NiKyBa/IbHI
KoMniekc) BiHHULIbKOro HauioHa/lbHOro MeauyYHoro yHisepcuteTy im. M.l. MporoBa, Bigain Tepanii
Ta K/IiHIYHOT peBMaTosIorii, pEBMATO/I0MYHE BifdiNeHHs, M. BiHHUUS

4. | nikap Bacuneub B.B.
BaratonpodinbHuin  meanyHnii UeHTp OfOecbKoro HaljioHa/IbHOro MeAM4YHOro YHIBEPCUTETY,
peBMaTo/IoriyHe BigaineHHsa, M. Ogeca

4. «baratoueHTpoBe paHOoOMi30BaHe AOC/imxeHHs 3 dhasu, WO NPOBOAUTLCA Y CAINOMY AN OuiHloBada
e()eKTMBHOCTI pexrMi 3 METOH BUBYEHHSA picaHKi3ymaly Yy MOpPIBHAHHI 3 yCTeKiHymabom npu NikyBaHHI
[0pPOC/IMX NauieHTIB i3 XBOP060l KpoHa cepeHbOBaXKKOrO UM BaXKKOTO CTYMEHK TSHKKOCTI, 419 SKUX Tepanis
npenaparamu, WO MPUTHIYYIOTb aKTUBHICTb (PakTopy HEeKpo3y MyX/IMHU, BUSBUIACb Hee(eKTUBHO», KOop,
pocnigpkeHHs M20-259, sepcis 1.0 Big 23 nunHa 2020 poky., cnoHcop - «E66BI IHk», CLUA / AbbVie Inc., USA
®a3za - Il

3asaBHUK - E66BI biodhapmacbktoTikans TM6X, LUBeiuapis

Ne M.l.6. BignoBigabHOro AocnigHmka

n/n Ha3Ba Micus NpoBeAEeHHS K/iHIYHOro BUNPOBGYBaHHS

1. K.M.H. KpaByeHko T.I".
KomyHanbHe HekomepuiiiHe nignpuemcTBo «KMiBCbka Micbka KniHiuHa fikapHsa Nel8» BUKOHABYOro
opraHy KwuiBcbkoi Micbkoi paaun (KWMIBCbKOI MICbKOI AepXaBHOI aAMiHicTpalii), NpoKTosoriyHe
BigaineHHs, M. Kuis

2. 4.M.H. Kpemsep O.0.
MeauyHuii LeHTp ToBapuCTBa 3 06MEXEHOH0 BigNoBigasIbHICTIO «/liacepBic», M. 3anopiioks

3. K.M.H. Jlo3nHcbKa J1.1O.

KoMyHanbHe HekoMepuiiHe nignpuemMcTBO JIbBIBCbKOI 061acHOi paan «JIbBiBCbka o6nacHa
KNiHiYHa nikapHsi», NPOKTO/OriYHe BigaineHHs, M. JIbBiB




5. «baratoueHTpoBe, paHAoMi30BaHe, NoABiiiHe chine, nnaue60-KoOHTPoIboBaHe KNiHiYHe focAimpKeHHs dhasm
Il ona ouiHkn edhekTMBHOCTI Ta 6e3neyHocTi npenapaty CBP-307 y naujieHTiB i3 Bupa3kosuM kosiitoM (BK)
cepefHbOro Ta BaXKOro CTyneHs», kog, gocnimkeHHs CBP-307CN002, sepcis 5.0 Big 17 rpygHsa 2019 poky,
cnoHcop - Suzhou Connect Biopharmaceuticals, Ltd., China

da3za -l

3anBHuK - MignpuemcTso 3 100% iHo3emHol iHBecTuLjen «AVK'HOBIA PAC YkpaiHa»

Ne M.1.6. BignoBigasibHOro AocnigHMKa

n/n HasBa micLs NpoBeAeHHs KMiHIYHOTo BUNPOGYBaHHS

1 K.M.H. JaueHko O.T'.

KomyHanbHEe HekomepujiiHe nignprMemcTBo «Micbka KiHiYHa fikapHa Ne2 imeHi  npod.
0.0. WanimoBa» XapKiBCbKOI MICbKOI paau, NPOKTO/OrYHE BiAaieHHs, M. XapkiB

2 3aB. Bifg. Kupnuenko O.B.

KuiBcbka KMiHiYHa fikapHA Ha 3anisHM4yHoMy TpaHcnopTi Ne2 duinii «LleHTp OXopoHu 340pOB’'S»
aKLiOHEepHOro ToBapuUCTBa «YKpaiHCbKa 3a/1i3HULS», TaCTPOEHTEPOIOriYHe BigdineHHs, M. Kuis

3 3aB. Bif. XogaceHko O.M.

KomyHanbHe nignpruemctBo «[HinponetpoBcbka O6nacHa KniHiyHa nikapHA iM.l.l.MeyHuKoBa»
JHinponeTpoBCbKOi 061acCHOI paau», BigaiNIEHHSA racTpoeHTeposiorii (renaronorii), M. JHinpo

4 3aB. Bif. Pe3HikoBa B.[,.

KomyHanbHe HekomepuiliHe nignpvemMctBo «Micbka KiiHiYHa nikapHa Nel3» XapKiBCbKOi MiCbKOi
paam, raCTpoeHTeponoriyHe BiA4i/IeHHSA, M. XapkiB

5 3aB. Big. PomaHis O.I1.

KomyHanbHe HekomepuiiHe nignpnemctBo «O6nacHa K/iHiYHa fikapHsA  IBaHO-PpaHKIBCLKOT
061acHOI pagu», racTPOEHTEPOSIONYHE BiALISIEHHS, M. IBaHO-PpaHKiBCbK

6 3aB.Big. 360piBCbkuii A.M.

KomyHasibHe HekomepLuiiiHe mignpueMcTBo JIbBIBCbKOI 061aCHOI paan «/IbBiBCbka 06/1acHa KiiHiYHa
nikapHa», XipypriyHe sigainieHHa Nel, M. J1bBIB

7 nikap OniiiHuk O.I.

KomyHasibHe HekomepuiiHe nignpueMcTBo «Micbka sikapHs Ne6» 3anopi3bkoi MICBKOI pagw,
raCTPOEHTEPO/IONiYHE BigaiNeHHs, M. 3anopixKs

6. «PaHgomi3oBaHe, noAgiiHe cnine, naauebo-KOHTPO/IboBaHe 52-TXXHEBE AOCNIMAXKEHHSA AN OUIHIOBaHHS
edheKkTMBHOCTI Ta 6e3neyYyHOCTi 3acTOCyBaHHSA eTpaciMogy B MauUiEHTIB i3 aKTUBHUM BUPAa3KOBUM KOJITOM
NMOMIPHOrO CTYMNeHs TSHKKOCTI», kog, gocnipkeHHs APD334-210, sepcis 0.0 Big 20 nunHsa 2020 poky, CNOHCOop -
«ApeHa PapmacbloTikans, IHK.» (Arena Pharmaceuticals, Inc.), United States

®a3za -l

3anBHuK - MignpremcTso 3 100% iHo3eMHol iHBecTuLjelo «AVIK'IOBIA PAC YkpaiHa»

Ne MM.1.B. BignoBiganLHOro gocnigHuka,

n/n Ha3Ba MicLs NpoBeieHHs KNiHIYHOro BUNpobyBaHHs
1 O.M.H., npod. WWeBuyk C.B.
HaykoBo-gocnigHuid iHCTUTYT peabinitayii ocié 3 iHBanigHIcT0 (HaBYa/IbHO-HAYKOBO-/1iKyBaU/lbHUIA
KOMMeKc) BiHHMLLKOro HauioHanbHOro MeauyHoro yHisepcuteTy iM. M.l lMuporosa, XxipypriyHe
BiOOI/IEHHS, BIHHMLUbKMIA HauioHaNbHWIA MeguYHuiA yHiBepcuTeT M. M.l Muporosa, kadegpa
BHYTPILIHLOT MegnUMHN No2, M. BiHHMLUSA
2 K.M.H. aueHko O.T.
KomyHanlbHe HekoMmepuiiiHe nignpMemctBo «Micbka KniHiYHA nikapHa Ne2 iMmeHi npod.
0.0. WanimoBa», XapKiBCbKOI MICbKOI paau, NPOKTOOriYHe BigAineHHs, M. XapkiB
3 K.M.H., 3aB. Big. PomaHis O.[1.
KomyHasilbHe HekoMmepuiiiHe nignpuemctBo «Ob6siacHa KiiHiYHa nikapHs IBaHO-PpaHKiBCbKOT
06/1aCHQOI pagun», racTpoeHTepPOoorivyHe BigaineHHs, M. |IBaHO-PpaHKIBCbK
4 3aB. Bif. XogaceHko O.M.
KomyHasibHe nignpueMcTBO «[HinponeTpoBcbka o6acHa KiiHiYHa nikapHs iM. I.I. MedHnkoBa»
JHinponeTpoBCbKOT 061acHOT paau», BigAiNeHHs racTpoeHTeponorii (renaronorii), M. HINpo

7. «PaHpomizoBaHe, mMiaTBEpOXytouye, MNoABiiHe cnine, nnauebo0-KOHTPO/SbOBaHe, 6GaraToueHTpoBe
JocnigxeHHa nigbopy onTMMasibHOI 403K B NapanefibHuX rpynax i3 2-eTanHuUM afanTUBHUM AM3aliHOM i
paHAoMi30BaHOK BiAMIHOK A/19 OLiHKM eddeKTUBHOCTI, 6e3neYyHOoCTi Ta nepeHocuMocTi GpiBapaueTamy B



AKOCTi MOHOTepanii B NawieHTiB Yy Bili Big 2 A0 25 pokiB i3 ANTAYO00 abCaHCHOLO eninencielo abo HBEHINbHO
abcaHcHolo eninencieto», kog, pocnimpkeHHsa N01269, 3 iHkopnoposaHoto nonpaskoto 1 Big 03 BepecHs 2020
poky, cnoHcop - UCB Biopharma SRL, Belgium

®a3za - II; 1l

3aaBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeo «AVK'IOBIA PAC YkpaiHa»

Ne M.1.B. BignoBiganbHOro gocnigHnka

n/n Hasga Micus npoBefeHHS KIiHIYHOro BUNpo6yBaHHs

1. 3aB. Big. XapuToHoB B. .

KomyHanbHe HekomepuiiHe nignpnemctso «KniHiuHa nikapHsa «MCUXIATPISA» BUKOHABYOro opraHy
KuiBcbkoi MicbkoT paau (KUiBCbKOT MIiCbKOIT fiepyaBHOT aagMiHicTpadii), BigaineHHa Noell, m.Kuis

2. K.M.H. KnpnueHko A.T.

KomyHanbHe  mignpuemMcTBO  «JJHinponeTpoBCcbka o6s1lacHa  AuTAYa  KNiHIYHA  NiKapHS»
JHINponeTpoBCLKOi 061aCHOI paan», HEBPOOrO-HENPOXIPYPriYHe Big4isIeHHs, M. JHINpo

3. K.M.H. MakepoHcbka |. B.

KomyHasibHe HekoMepuiiiHe nignpuemcTBo «Micbka guTsaya KiiHivHa nikapHa NeS5» [HINpOBCHKOI
MiCbKOT pan, HEBPOJIOTiYHE BiAAiIEHHA MOJIOALLONO BiKY, M. [JHINPo

4. K.M.H. MapTuHiok B.HO.

JepxaBHuii 3aknag «YKpaiHCbKnii MeanyHuii LEHTP peabinitauii giTein 3 opraHiyHUM ypadkeHHSAM
HepBOBOI cucTemMy MiHicTepcTBa OXOPOHM 300POB'S YKpaiHW», KOHCY/IbTaTUBHO-AiarHOCTUYHE
BigAineHHsi, M. Knis

5. K.M.H. Knpuyenko B.[.

KoMyHanlbHEe HeKoMepuiiiHe nignpueMcTBO «BiHHMUbKa 06nacHa KhiHiYHa MNCUXOHEBPOOrivyHa
nikapHs im. akag. O.l. FOweHka BiHHMLbKOT 06/1aCHOT pagmn», AuTAYe HEBPOOrivyHe BigaineHHs Ned,
M. BiHHMUSA

6. K.M.H. Homonsk HO.10.

MeguuHnii LeHTp «[iamen» ToBapucTBa 3 OOMEXEHON BifMNoBiAAILHICTIO «MeguyHuii LeHTp
«fiamesi», M. Yxropo

7. A.M.H. TaHuypa J/1.M.

JepxaBHa ycTaHoBa «IHCTUTYT HeBposnorii, ncuxiatpii Ta Hapkosorii HauioHanbHOT akagemil
MeAMUYHNX HayK YKpaiHu», Bigain AUTAYOT NCUXOHEBPOOril Ta NapoOKCU3MasIbHUX CTaHIB BiaAi/IeHHSA
(OYHKLIOHA/IbHOT HEVPOXIPYPrii Ta NapoKCU3MasibHUX CTaHiB, M. XapkiB

8. «baraTouUeHTpoBe paHAoMi30BaHe AOCMIMKEHHS ha3n 3 Ans ouiHkM edhekTnBHOCTI npenapaTty TAR-200 B
KOMOGiHaLji 3 ueTpenimabom y MOPIBHSAHHI i3 CynyTHbOK XiMiopagioTepanielo B Y4YacCHMKIB i3 M’S30BO-
iHBa3UBHOIO YpOTENia/ibHOK KapLMHOMOK CEHOBOI0 MiXypa, SKUM He NPOBOAWNAN pagnKasibHY LIUCTEKTOMIKO»,
Koa pocnimkeHHs 17000139BLC3001, 3 nonpaBkow 1 Big 18 BepecHa 2020 poky, cnoHcop - Janssen
Pharmaceutica NV («fHcceH ®apmalesTuka HB»), benbris

®a3za - Il

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

No M.l.6. BignoBiganbLHOro AoCiAHNKAE,

n/n Ha3Ba Micug NpoBeAeHHSA K/iHIYHOro BUNPO6YyBaHHS

1 3aB. Big. Xogoc B.M.

KomyHasibHe HekomepuiliHe mignpueMcTBo «Micbka KniHiuHa nikapHa Ne 10» Ofecbkoi MiCbKOT paaw,
BigAineHHs yponorii Nel, m. Ogeca

2 O.M.H., npodp. Ctyck B.IM.

KomyHasibHe MignprMeMcTBO «/[IHINpoOneTpoBcbka O6Gs1acHa KiiHiyHa sikapHs iM. |.I. MeyHukoBa»
JHiNponeTpoBCcLKOI 061acHOI paav», BigaineHHs yposorii Ne2 (OHKOsorivyHe), M. JHinpo

3 ron. nikap IsaweHko IN.b.

KomyHanibHe HekoMepuiiHe nianpuemMcTBO «KuiBCbka MiCbka KiiHiYHA nikapHs Ne3» BMKOHaABYOro
opraHy KuiBcbkoi Micbkoi paan (KMIBCbKOT MiCbKOT AepyXaBHOT aagMiHicTpauil), ypooriyHe BigaineHHs,
M. Knis

4 K.M.H. Xapeb6a l.l.

KomMmyHanlbHEe HeKoMepUiiiHe nigNnpPUEMCTBO XapkiBCbKOi o06nacHoi pagn «O6nacHuii MeanyvHuii
KNiHIYHWIA LeHTP yponorii i Hedppornorii iMeHi B.1. LlanoBanax», BigAineHHs OHKOMOTiYHOT yponorii Ne5,
M. XapkiB

5 3aB. Big. HanbaHgsaH T.A.

KomyHanbHe HekomepuiiiHe nignpueMctBo «O6MaCHWn  LLEHTP  OHKOJOFiT», OHKOYPOsOriyHe
BigAi/IEHHS, M. XapKiB




6 K.M.H. BUHHMYeHKo |.0.
KomyHasibHe HekomepuiliHe nignpremctBo Cymcbkoi o6nacHoi pagn CyMCbKuini 061acHWiA KNiHiYHWiA
OHKOJIOTIYHMI AucnaHcep, AvcnaHcepHe BiA4iNeHHs 3 AEHHUM CTauioHapoM XimioTepaneBTUYHOro
npodpinto, CyMCbKMii iepxXaBHUIA YHiBepcuTeT, kacheapa oHkonorii Ta pagionorii, M. Cymu

7 nikap Kynséa A.M.
MeguyHnii LEeHTp ToBapucTBa 3 O0OMEXEHOH BIAMOBIAATLHICTIO «ACKIEMiOH», cTalioHapHWi
nigposgain, c. Xogociska, Kneso-CBATOWMHCHKMIA p-H, KuiBcbka 0611,

8 K.M.H. Jlnukoscbkuii O.E.
KomyHanbHe HekomepLiliHe nignprvemMcTBO JIbBIBCbKOT 06/1aCHOI paan «/1bBiBCbka 0b6nacHa KiHiuHa
NiKapHs», YponorivyHe BigdineHHs, m. J/IbBiB, cMT. Benukuii Jlo6iHb

9 K.M.H. Bapgakos I'.T".
KomyHasibHe HekomepuiiHe NignpPUEMCTBO «YepHIriBCbKUA MeAVNYHWIA LEHTP Cy4acHOi OHKOJIOriT»
YepHiriBCcbkoi 06/1acHOi paan, abgomiHanbHe BigAiIEHHS 3 YPOIOTiYHUMUY fIDKKamMu, M. YepHiris

9. PaHpowmi3oBaHe, BigkpuTe pochnimkeHHs Il dasm gna  ouiHkM  nepionepawyiiHoro  3acTocyBaHHS

eHdopTymady BeAOTUHY Yy KOMOiHauii 3 nembponizymabom (MK-3475) NOpiBHAHO 3 Heoaf'toBaHTHOH
Tepaniel remyuTabiHoM Ta UMCNNaTUMHOM Y Y4YaCHUKIB 3 M'S30BO-iHBa3MBHMM pakoM CEYOBOro Mixypa,
npuaaTHux ana nikyeaHHsa yucnnatuHom (KEYNOTE-B15 / EV-304), kog gocnigkeHHs MK-3475-B15, Bepcid
00 Big 04 nuctonaga 2020 poky., cnoHcop - «Mepk LWapn EHg Joym Kopn.», godipHe nignpuemcTtBo «Mepk
EHg Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

da3za - Il

3anBHUK - TOBapMCTBO 3 0OMEXEHO BiANoBigasbHiCcTI0 «MC/L YkpaiHa»

Ne
n/n

MM.1.B. BignoBiganLHOro gocigHuKa
Ha3Ba Micug NpoBeAeHHSA K/iHIYHOro BUNPOOGYBaHHS

1

K.M.H. Pucnaesa [.E.

JlikyBaNbHO-AiarHOCTUYHWUIA LLEHTP TOBapuCTBa 3 OOMEXEHOK BiAMOBiganbHICTIO «Megikc-pei
[HTepHewHNn Mpyn» JlikapHA i3painbCcbkol OHKoMOriT «LISOD», BigaineHHA KNiHIYHUX Ta HayKoBMX
pocnigpxeHs, Kuiscbka 061., OByxiBCbKUiA p-H, €. MNN0TH

nikap MenbHuK H. B.
MeanyHW LEHTP TOBApUCTBA 3 OOMEXEHOI0 BigNoBiAaIbHICTIO «Xesic KAiHik», MegnyHni KiHIiYHWiA
OOCNIAHNLBKNIA LEHTP, BiaAi OHKONOriT, M. BiHHMUA

K.M.H. Xape6a .l

KoMyHanibHEe HekoMmepuiiHe nignpueEMCTBO XapkiBCbkOi 06s1acHOi pagn «O6nacHuii MegnyHuii
KNiHIYHWIA LUeHTp yposorii i Heddponorii imeHi B.l. LLanoBana», BigaineHHs OHKOAOriYHOT yposnorii Ne5,
M. XapkiB

nikap 3BoHapboBa H.I".
KomyHanbHe nignpuemMcTBO «[HINPOBCbKWI 06MaCHWIA  KAIHIYHWIA  OHKOMOTIYHUIA ~ AncnaHcep»
JHinponeTpoBCcbKoi 061acHOI paan, OHKOXiMioTepaneBTUYHE BigaineHHs, M. [IHINpo

nikap Nineubka O.I.
KomyHanbHe HekomepuiiHe NignpuemMcTBO <« >KUTOMMUPCBKWI 061aCHMIA OHKOMOTIYHUIA AucnaHceps
YKutomupcbkoi obnacHoi paau, XimioTepaneBTUYHE BigdineHHs, M. XKutomup

K.M.H. Hedhcpa M.HO.

KomyHasnibHe HekomepuiiiHe nignpUeEMCTBO XapkiBCbKoi 06nacHoi paan «O6nacHuii KNiHiYHWiA
crnevianiaoBaHwin  AvMcnaHcep pafiauiiHoro 3axucTy HacesieHHs», XipypriyHe BigfifieHHs 3
OHKOJTOTYHUMU NTdKKaMu, M. XapKiB

10. «baraToueHTpoBe paHAoOMi30BaHe, NOABIHO chine, niauebo-KoOHTpoboBaHe gocnimkeHHs Il hasn 3
METOI OLHKM eddeKTMBHOCTI Ta 6e3MneYyHOoCTi fikyBaHHA TatpacutamaGoM y MOeAHaHHI 3 NeHanigomigom
[04aTKoBO A0 XimioTepanii 3a cxemoto R-CHOP y nopiBHAHHI 3 XiMioTepanieto 3a cxemoto R-CHOP y naujieHTiB
3 yneplle BUSBAEHOW AWdY3HOK B-KpymHOKNITMHHOW nimcomoro (ABKJ/T), Ski paHiwe He npoxoannmu
NiKyBaHHA 3a UMM NOKa3aHHAM i BXOAATb [0 TPynM BUCOKOTO MPOMDKHOTO abo BUCOKOTO PU3KKY», KOZ,
pocnipkeHHs MOR208C310, octatouHa pepgakuia 2.0, nonpaska 1, Big 09 nuctonaga 2020 p., CNOHCOp -
«MopghoCuc Al» [MorphoSys AG], HimeuuunHa

da3za - Il

3aaBHuK - TOBAPVCTBO 3 OBMEXXEHOHO BIAMOBIAA/BHICTHO «MI EC AN-YKPAIHA»

No M.I.6. BignoBigasbHOro AocnigHuKa,
n/n Ha3Ba micus npoBeAeHHs KNiHIYHOro BUNPOGYBaHHS
1 3aB. Bif. MenbHUK Y.I.




KomyHanbHe HekomepuiiHe nignpuemMcTBo «KuiBCbka MiCbka KNiHiYHa fikapHA Ne9» BMKOHABYOro
opraHy KuiBcbkoi Micbkoi pagn (KWiBCbKOI MICbKOI AepXaBHOI agMmiHicTpauil), remartosoriyHe
BigAineHHa Nel, m. Kvis

2 nikap Horaesa J1.1.
KomyHanbHe HekomepuiiHe nignpueMcTBO «Yepkacbkuii 061acHUA  OHKOMOTIYHUIA  AucnaHcep
YUepkacbkoi obnacHoi pagu», O6nacHuii nikyBaslbHO-4iarHOCTUYHUIA FeMaTooriuyHni  LeHTp,
M. Yepkacu

3 K.M.H., 3aB. Big. MapToBcbKa I.P.
KomyHasnibHe HekomepuiiHe nignpmemcTBo KuiBcbkoi o06nacHoi pagn «KuiBCbkuid  06acHwin
OHKOJIOTIYHWIA gucnaHcep», reMaTosorivyHe BigdineHHs, M. Kvis

4 3aB. Bifg. KoBTyH B.O.
KomyHasibHe mignpueMcTBO  «[MONATaBCbKWAI  OG/IACHUA  KAIHIYHUIA  OHKOJIOTNIYHWIA  AMcnaHcep
MontaBcbKOi 06/1aCHOI paan», XiMioTepaneBTUYHe BifAisieHHsA, M. MonTasa

5 K.M.H., 3aB. Bif. KyukoBa O.1O.
KomyHasibHe HekoMepLiiiHe NignpMeMCTBO «OG6IaCHUI LEHTP OHKOJIOriT», FreMaTos10rivyHe Bif4iIeHHS,
M. XapkiB

6 O.M.H. Macnsk 3.B.
[JepxaBHa yctaHoBa «IHCTUTYT naTonorii KpoBi Ta TpaHCcdysiinHOT MeauUUHN HauioHasibHOT akagemil
MeAMNYHNX HayK YKpaiHW», BiAAiNeHHsA remaTonorii, M. /1bBiB

7 nikap fony6esa /1.B.
JepxaBHa ycTaHoBa «IHCTUTYT MeAn4YHOT pagionorii Ta oHkonorii im. C.I1. I'purop’eBa HauioHanbHOT
akagemii MeanyHMxX HayK YKpaiHu», BigAineHHs KniHiYHOT oHKoAoril i remaTonorii, M. XapkiB

8 3aB. Big. HaropHa A.l.
KoMyHaslbHEe HekoMmepLiiiHe NiANPUEMCTBO «UepHIriBCbKUiA MegUYHUA LLEHTP CydacHO! OHKOOrii»
YepHiriscbkoi 061acHOi pajn, rematosioriyHe BigaiieHHs, M. YepHiris

9 KepiBHUK LeHTpYy Munxanscbka J1.B.
KniHiuHa nikapHa «®eodhaHis» JepxaBHOro ynpasniHHA cnpasamu, LieHTp rematonorii, ximiotepanii
remo6/1acTo3iB Ta NPoMeHeBo1 Tepanii, M. KuiB

11. «KniHiuHe BUNPOGYBaHHA 3 OLiHKM GioeKBiBaIEHTHOCTI Nikapcbkux 3acobis Tisanyp, Tabnetku no 4 mr,
BMpo6HMLTBa AT «KUIBCbKUA BITAMIHHUA 3ABO/», YkpaiHa Ta Cuppanya®, Tabnetku no 4 wr,
BUpoOHMLTBa «HoBapTic Carnik, lNga Be Tapim YpyHnepi CaH. Be Tik. A.C.», TypeuunHa B ymoBax
0HOPAa30BOr0 NEepopasibHOro NPUnoOMy 34,0p0BMMU [OOPOBOLLUAMU», ko4 AocnimkeHHs KVZ-TZD, sepcis
2.0 Big 20.01.2021 p., cnoHcop - AT «KUIBCbKW BITAMIHHN 3ABO/», Ykpaina

JocnigpkeHHs1 6I0eKBIBaNIEHTHOCTI

3anBHuK - AT «KUIBCbKUIA BITAMIHHWIA 3ABO/», Ykpaina

Ne MM.1.6. BigNOBiAa/IbLHOrO AOCNIAHMKA

n/n HasBa Micus npoBeAeHHs KiHIYHOTo BUNPOOYBaHHS

1. | ron. nikap Aptuw B.1.
MeanyHuii LeHTp ToBapucTBa 3 06MexeHow BignosiganbHicTio «KniHika IHHO®PAP — YkpaiHa
IHHOBeliTIB ®apma Pecepu», YepHiBelbka 06/1., HoBocenuupknii p-H, ¢. BosiHu

2. | k.6.H., 3aB. nab. Cabko B.€.
BioaHanitnyHa nabopatopis TOB «KniHthapm», M. IpniHb

12. NpopoBXeHHA TePMiHY NPOBEAEHHA K/1iHIYHOro BUNPOOyBaHHA B YKpaiHi Ao 31 tpaBHa 2023 p.;
3miHa apgpecu CnoHcopa KJiHIYHOrO BUNPOGYBaHHA; 3pa3ku MapKyBaHHA AOCAiAKYyBaHOro
nikapcbkoro 3aco6y, Bepcia 3.0 Big 21 »oBTHA 2020 p., YKpaiHCbKOIO MOBOIO; 3MiHa Ha3BU MicLb
npoBefeHHsA K/iHIYHOro BUNPOOGYBAHHA [0 MPOTOKO/Y KAIHIYHOrO AOCNimKeHHs «52-TMXXHEeBeE BigKpuTe
NoAOBXeHe AO0C/IMKEHHS NMiMaBaHCEPUHY Yy AOPOC/MX Ta /It0AEeiRn NOXMAOro BiKYy 3 HeliponcuxiaTpuyHumMm
CMMNTOMamMu, NOB'A3aHVMM i3 HelipodereHepaTVBHUM 3aXBOPIOBaHHAM», ko4, AocnigpkeHHs ACP-103-047, 3
iHKopnopoBaHoto nomnpaskoto 3, (piHanbHa Bepcia 1.0 Big 23 nunHA 2019 p.; cnoHcop - «AKALIA
dapmacsbtoTikans IHk., CLUA»(ACADIA Pharmaceuticals Inc., USA).

3asBHIK - TOB «BOP/IABAINL K/IHIKA TPAINC YKP»

BYNO CTAJIO

«AKALIA dapmacbkloTikans IHK.» 3611 Benni CeHTe | «Akagia PapmacbloTikans IHk.» 12830 Enb
ApaiiB, Odic 300 m. CaH-fAliero, wtat KanicdopHia | KamiHo Pin, Ocpic 400 m. Can-[iero, wrar
92130, CLLIA (3611 Valley Centre Drive, Suite 300 San | KanichopHia 92130, CLUA (12830 ElI Camino
Diego, CA 92130 USA) Real, Suite 400 San Diego, CA 92130 USA)




BYNO

CTAIO

4.M.H. Mopo3 C.M.

KomyHanbHuii 3aknap «[HinponeTpoBCcbka
o6nacHa KniHiuHa nikapHs im. 1.I.MeyHukoBa»,
061aCHUIA LEHTP NCMXOCOMATUYHMX PO3NadiB Ha
6a3i NCMXOHEBPO/IOrYHOrO BigAineHHsA, M. AHinpo

O.M.H. Mopo3 C.M.

KomyHanbHe nignpueMcrBo
obGnacHa KniHiYHa nikapHa iM. Ll
AHinponeTpoBCbKOi 06G/1aCHOI paau»,
LEHTP  NCUXOoCOMATUYHWX  po3nafiB  Ha
NCUXOHEBPOJIOriYHOro BigAineHHs, M. [IHiNpo

«[JHinponeTpoBCbKa
MeuyHunkoBa»
obnacHwui
6aasi

K.M.H. Bnaxesuy HO.A.

TeputopianbHe MeguuHe 06’eAHaHHA
«Mcuxiatpia» y wmicti Knesi, LleHTp HOBUX
MeToAiB NiKyBaHHSs Ta peaGinitauii
NCUXOTUYHUX CTaHiB, BigaineHHa  Ne29
(uonosiue), BigaineHHA Ne30 (kiHoue), M. KuiB

K.M.H. Bnaxesuy HO.A.

KomyHanbHe HeKkoMepLUiliHe nignpuemMcTBO
«KniHiyHa nikapHa «NCUXIATPIA» BukoHaB4yoro
opraHy KuiBcbkoi micbkoi pagu (KuiBCbKoi MiCbKOT
AepxaBHoOI apgMmiHicTpauii), LieHTp nepBUHHOroO
NCUXOTUYHOIO eni3ogy Ta CydyacHMX MeTopiB
nikyBaHHsA, M. Knis

K.M.H. Uepkes A.M.

KomyHanbHa yctaHoBa «3anopi3zbka o6nacHa
KNiHiYHa nikapHAa» 3anopisbKoi 06/1acHoil
paaum, BigaineHHsa Hespoorii Nel, M. 3anopixks

K.M.H. Yepkes A.M.
KomyHanbHe HeKomepuiliHe nignpMemMcTBO
«3anopisbka o6nacHa KNiHiYHa NniKapHsa»
3anopi3bKoi o6nacHoi pagu, BifdiNeHHA HeBPOJIOril
Nel, M. 3anopixoks

K.M.H. CBiTnyHa O.B.

KomyHanbHWiA 3aknapj OXOPOHU 3[0pOB’SA
«XapkKiBCcbKa o651acHa KniHiYHa ncuxiaTpuyHa
nikapHa Ne3», 1 ncuxiatpuyHe BigdineHHa Ans
Jopocnux (xiHoue), 4 ncuxiaTpuyHe BiaaiNeHHA
Ansa nopocnvx (Yonoeive), M. Xapkis

K.M.H. CBiTimyHa O.B.

KomyHanbHe HeKoMepLUiliHe nignpuemMcTeo
XapkiBCbKOI 06s1acHOI paau «O6GsacHa KiiHiYHa
ncuxiatpuyHa nikapHAa Ne3», 1 ncuxiaTpuyHe
BigAiNeHHsa ansa gopocnux (kiHoue), 4 ncuxiatpuuHe
BigAiNneHHa ans gopocnux (4onosive), M. Xapkis

reHepasibHuii gupekTtop 3inbbepo6nat .M.
KomyHanbHuii 3aknag KuiBcbKoi o6GnacHoi
pagn «OGnacHe ncuxiaTpUYHO-HAPKONOrivyHe
MeguuHe 06’e¢gHaHHsA», 10  BiagineHHs
yosioBivye, 2 BiaAiNeHHA kiHoue, KuiBcbka
061acTb, CMT. [NieBaxa

reHepasibHuUiA gupektop 3inbbep6nat .M.
KomyHanbHe HeKomepuiliHe niagnpMemMcTBO
KuiBcbKOT o6nacHoi pagu «O61acHe NcuxiaTpuuHo-
HapKoJiIoriyHe MeguuHe 06'egHaHHA», 10 BiagiNeHHs
yosoBive, 2 BiAAINEHHS XiHoye, KuiBCbka 06/., CMT.
"neBaxa

K.M.H., XaiToB I1.0.

KomyHanbHuii 3aknag «JHinponeTpoBcbKa
MicbKka nikapHa Ne5» [HinponeTpoBCLKOI
o6nacHoi pagu», HeBposioriyHe BigAQiNeHHA
N71aHOBOrO  NiKyBaHHA 3 TepaneBTUYHUMMU
nXKamu, ToBapucTeo 3 obMmexeHoto
Bi4NOBIAANBLHICTIO «[JHiNponeTpoBCLKNIA
MeaNYHNIA IHCTUTYT TpaguuiiiHoi Ta
HeTpaanUiiHOI MeANLNHN, kachespa
«BHYTPIWHBLOT  MeguumHu  Nel» (3 Kypcom
HelipoHayk), M. [IHinpo

K.M.H. XaiToB I1.0.

KomyHanbHe nignpueMcTtBo «JHinponeTpoBCcbKa
o6nacHa peabGiniTtaujiiHa nikapHsa»
AHinponeTpoBCbKOI 06/1aCHOT paau», HEBPOOriYHe
BiA4iNIEHHA M/1aHOBOIO JliKyBaHHA 3 TepaneBTUYHUMM
Nixxkamun, ToBapuCTBO 3 0OMEXEHOH BiANOBIAa/IbHICTIO
«[JHINPOBCbKUIA MeANYHWIA HCTUTYT TpaguuiiiHoi Ta
HeTpaauLUinHOT MeanuuHW», Kadeapa «BHYTpiWHbLOT
mMegnumHm Nels (3 KypcOM HelpoHayk), M. JHinpo

13. OHOBNEHUII NPOTOKO KNiHiYHOro BUNpoGyBaHHA TP0003 3 nonpaBkoto 2 Big 29 BepecHsa 2020
poky; IHchopmauia anAa yuyacHuka pocnigpkeHHA i Popma iHopmoBaHOI 3roguM Ha ydyactb Yy
pocnipkeHHi TP0003 (myOpportuniTy 1), mogenb gna YkpaiHu, Bepcia 3.0 Big 12 ciuHa 2021 poky,
YKpaiHCbKOIO Ta POCilicbKO0 MOBamMM [0 NPOTOKO/TY KNiHIYHOro AocnigkeHHs "bBaraTtoueHTpoBe, noagiliHe
cnine, paHgomizoBaHe, nnauebo-KOHTPO/IbOBaHe AocnimkeHHs 3 dha3u AN OuiHKM  edeKTUBHOCTI,
6e3MeyHoCTi Ta MNepeHoCUMOCTi npenapaty pPo3aHOJIIKCi3ymad y [0pOC/IMX YYaCHWKIB AOC/IKEHHA 3
NepcucTyoyo abo XpOoHIYHOK NEPBUHHOK iIMYyHHO TpoMbouuToneHieto (ITMN)", kog gocnigpkeHHa TP0003, 3
nonpaskoto 1 Big 21 nuctonaga 2019 poky; cnoHcop - KOCibi biochapma EcApEn, Benbris / UCB Biopharma
SRL, Belgium

3aasHuK - TOB «MAPEKCEJT YkpaiHa»

14. OHoBNEHWI NPOTOKO Bepcia 4 3 nonpaBkoo Amendment 2 Big 13.10.2020p.; COVID-19 Joaatok
po Mpotokony AC-065A310, chasza 3, Big 03.08.2020p.; Aopatok 1 Big 09.07.2020 p. go Bpowypu
AocnigHnka JNJ-67896049/ACT-293987INS-304 Uptravi® (selexipag) BupgaHHa 15; Posgin 3.2.
CMpOLLEHOr0 [0CbE AOC/iAKYBaHOIO NiKapcbKoro 3acoby pAss He[ocC/ifKyBaHOro nikapcbKoro
3acoby Tpaxknip 32 mr /| boseHTtaH Big 30.07.2020; IHchopmauis ana 6arbKiB nauieHTa Ta dopma



iHcbopmoBaHoi 3rogu — Mpotokon AC-065A310, Bepcii yKpaiHCbKOK Ta pocCiiicbkod mMoBamMu AJisi
YkpaiHu Bip, 24.02.2021, Bepcia 4.0; IHcopmauisa ana nauieHTa Ta Popma iHopMoBaHOI 3rogn —
Mpotokon AC-065A310, Bepcii yKpaiHCbKOIO Ta pOCiliCbKOIO MOBaMu Ansa YKpaiHu Big 24.02.2021,
Bepcis 4.0; IHchopmauin ana nauieHTa Ta dopma iHchopmoBaHoi 3rogu Ana nauieHTa Bikom 14-18 pokis
(HenoBHoONITHIA) — MpoTokon AC-065A310, Bepcil yKpaiHCbLKOIO Ta POCifiCbKOI0 MOBaMu A/l YKpaiHu
Big 11.12.2020p, Bepcia 3.0. 40 NPOTOKONY KIIHIYHOIO [OCAIAKEHHS «PaHgomizoBaHe, 6aratoLeHTpOBE,
noggiiHe cnine, nnauebo KOHTPO/IbOBaHe, B NapasiesibHUX Fpynax, KOHTPO/IbOBaHEe 3a MOAIAMU KAiHIiYHEe
OOC/NiMpKEeHHS 3 MOCNILOBHUM BK/IIOYEHHAM rpyn, 3 NepiofoM BiAKPUTOro NOAOBXEHOro NiKyBaHHSA A1 OLiHKN
edheKTMBHOCTI Ta 6e3Me4YHOCTi cenekcinary, sik 4oAaTKOBOT Tepanii A0 CTaHA4APTHOI CXEMU NiKyBaHHSA Y giTei
BIKOM Bif, =2 00 <18 pokiB 3 /IereHeBOo0 apTepianibHOLO rinepTeH3ien», koa gocnigxeHHs AC-065A310, Bepcis
3 3 nonpaskoto Amendment 1 Big 06.03.2020 p.; cnoHcop - «AHCCEH ®APMALIEBTVKA HB>», benbris
3aaBHUK - «AHCCEH ®APMALEEBTUKA HB», Benbris

15. IHdhopmauiliHuiA nucTok nauieHTa Ta dopma iHhopmoBaHoi 3roau, Bepcisa V2.0UKR(ru)1.0 Big 12
noTtoro 2021 poky, nepeknag, pociiicbKoto MOBOIO Bif, 17 ntotoro 2021 poky; IHhopmauiliiHuiA NTMCTOK Ta
thopma iHchopmoBaHOi 3roan AnA BariTHOi napTHepku, Bepcia V1.0UKR(ru)l.0 Big 26 xxoBTHA 2020
POKy, Nnepeknazg pociiicbKolo MoBOIo Bifg 23 nuctonaga 2020 poky; IHchopmauiiiHnii NMCTOK NauieHTa Ta
c¢hopma iHcpopmMOBaHOi 3rogn Ha HEOGOB’sI3KOBE AOBrOCTPOKOBE 36€epiraHHA 3pasKiB i NoB’sA3aHUX i3
HUMUW JaHUX BNA MalGyTHIX HAYKOBUX AocnigkeHb, Bepcia V1.0UKR(ru)1.0 Big 26 >xoBTHA 2020 poky,
nepeknapg pociiicbkolo MoBoOO Big 23 nuctonaga 2020 poky; Aogatok o IHopmauiiHoro nuctka
nauieHTa, Bepcia V2.0UKR(ru)1.0 Big 12 ntotoro 2021 poKy, nepeknag pociiicbkoio MoBOI Big 17
nToro 2021 pokKy A0 NPOTOKO/Y KAiHIMHOrO AocChigkeHHst «PaHgomizoBaHe, noAgiiHe cnine, nnaueo6o-
KOHTpOJIbOBaHe, GaraTtoueHTpOoBe [OCNIMKEHHA B NapasiefibHuX rpynax A OUiHKM dhapmakoguHamikm,
chapmakokiHeTUKN, 6e3neyYHOCTi Ta nepeHocuMocTi npenapaTty GLPG3970 npu nepopasibHOMY 3aCTOCYBaHHi
NPOTAroM 12 TWXHIB Yy [OPOC/INX NaLiEHTIB 3 aKTUBHUM CUCTEMHUM YEPBOHMM BOBYAKOM», KO AOCNIKEHHS
GLPG3970-CL-102, Bepcisa 1.0 Big 17 BepecHa 2020 poky; cnoHcop - Galapagos NV, Belgium

3asBHYK - MignpueMcTBo 3 100% iHo3eMHol iHBecTuLjelo «ANKHOBIA PAC YkpaiHa»

16. BKNoYeHHA f0AaTKOBOro Micus NMPoBeAeHHS KiHIYHOro BUNPOGYBaHHA [0 NPOTOKO/Y K/iHIYHOro
JocnipkeHHs «PaHpomizoBaHe, 6aratoueHTpoBe, noAgiliHe chine, nnaueb0-KOHTPOsIbOBaHE  KAiHIYHE
pocnimpkeHHst 2b / 3 dpasn B napasenbHux rpynax Aasi ouiHk1 edpekTMBHOCTI Ta 6e3MeYHOCTI ryce/ibKymaoy B
NauieHTIB i3 CepeAHbOro CTYNEH0 TSHKKOCTI Ta TSHXKKMM aKTUBHUM HecneumniyHM BUPa3KOBUM KOAITOM», KOf,
pocnipkeHHss CNTO1959UC03001, COVID-19 doaaTtok Big 14 TpaBHA 2020 poky Ao MpoTokony KAiHiYHOro
pocnimpkeHHss CNTO1959UCO3001 3 nonpaBkoto 1 Big 08.01.2020 p.; cnoHcop - «AHCCEH
SAPMALIEBTUKA HB», benbris

3asBHuK - « AHCCEH ®APMALEBTVKA HB», benbris

Ne M.1.B. BignoBsiganbHOro gocnigHuka

n/n Hasga Micus npoBefeHHs KiHIYHOro BUNpo6yBaHHS

1. K.M.H. BuwmBaHiok B.HO.

KomyHanbHe HekomepuiliHe nignpuemcTBo «O6nacHa KhiHiYHa nikapHa  IBaHO-®paHKiBCbKOI
o6n1acHol paaw», racTPOEHTEPO/IONYHE BigdiNeHHs, IBaHO-PpaHKiBCbKUA HALIOHAUTbHWIT MegNYHWIA
yHiBepcuTeT, kadefpa BHYTPIWHbOI MeauuuHu Nol, KiHIYHOI iMyHOMOriT Ta anepronorii im.
akagemika €.M. Heiika, M. IBaHO-PpaHKiBCbK

17. 3anyuyeHHA AOAATKOBUX MiCUub MPOBEAEHHA K/iHIYHOro BUMPOGYBaHHA [0 NPOTOKO/Y KAiHIYHOro
JocnimpkeHHs1 «baraToueHTpoBe paHAoMi3oBaHe AocnimkeHHs dha3n 3 Ans ouiHk1 edpeKTMBHOCTI npenapary
TAR-200 B KOMbiHaL,ii 3 LeTpeniMaboMm y NOPIBHSAHHI i3 CyNyTHBLOI XiMiopagioTepani€to B yYaCHUKIB i3 M'130BO-
iHBa3UBHOIO YpOTeNiasibHOK KapLMHOMOK CEHOBOIo MiXypa, SKUM He NPOBOANAN paguKasibHY LIUCTEKTOMIO»,
Koa gocnimkeHHs 17000139BLC3001, 3 nonpaBko 1 Big 18 BepecHa 2020 poky; cnoHcop - Janssen
Pharmaceutica NV («fAHcceH ®apmalesTuka HB»), benbris

3asaBHuk - TOBAPUCTBO 3 OBMEXEHOK BIAMOBIAANBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLUVENTC YKPAIHA» (TOB «®PA YKPATHA»)

No MN.1.B. BignoBsigasnbHOro gocnigHuka

n/n Ha3Ba Micus npoBeAeHHs K/iHIYHOro BUNPo6yBaHHSA
1 O.M.H., npodh. Monosko C.B.
HaujioHanbHUiA BICbKOBO-MEeANYHWIA KITiHIYHWIA LEHTP «[ 0M10BHWIA BICbKOBUIA KAIHIYHWIA rocniTasib»,
KNiHika yposorii, BigfiieHHsa yponorii, M. KuiB




2 A.M.H., npodp. Cakano B.C.

KomyHasibHe HekomepliliHe NignprMeMCTBO «KWUIBCbKWIA MICbKWIA KNIHIYHWIA OHKOMOTYHUIA LIEHTP>»
BMKOHaBYOro opraHy KuiBcbKoi MicbKoi pagy (KUIBCbKOI MICbKOI AepXaBHOi agMiHicTpaui),
yponoriyHe BigaineHHs, [lepxaBHa ycTaHoBa «IHCTUTYT yposorii HauioHanibHOT akageMil MegnuyHmx
HayK YKpaiHu», Bigai oHkoyposorii, M. Knis

3 avpekrtop Cokyp |.B.

KomyHanbHe HekomepuiiiHe NignpuMEMCTBO «XEepPCOHCbKUIA 06/1acHW OHKOMOTIYHUIA AMcnaHcep»
XepcoHcbKoi  06n1acHol  pagn, [AeHHWIA cTauioHap MoNiKAiHIKM 3 kabiHeToM amMbGynaTopHOT
XiMioTepanii, M. XepcoH, CMT. AHTOHIBKa

4 3aB. Big. Nonosko HO.C.

KomyHasibHe HekomepuiiiHe nignpuemMcTBo KuiBCbkoi 06s1acHOi pagu «KuiBCbkuii  06racHuUin
OHKOJIOTYHWIA aMcnaHcep, BigaineHHs abaoMiHaibHOI Xipyprii, M. Kuis

18. 3anyuyeHHA AO[ATKOBOro MiCUA NPOBeAEHHA K/IHIYHOro BMNPOGyBaHHA; 36i/bLIEHHA KifIbKOCTI
nauieHTiB B YKpaiHi 3 55 go 80 oci6 (25 oci6) Ao NpoTOKO/Y KAiHIYHOro AochigkeHHs «baraToueHTpoBe,
paHAomi3oBaHe, noAgiliHe cnine, niaueb0-KOHTPOMbOBaHE AOCAIMKEHHS ha3un 2 B napasiesibHUX rpynax gsis
OLiHKN edreKTMBHOCTI Ta 6e3neyvHOoCTi iHAYKUiNHOT Tepaniil ABoMa ao3amu npenapaty TD-1473 y nauieHTiB i3
XBOpo60to KpoHa Bif, NOMIPHOIo 10 BaXXKOr0 CTYMEHS akTUBHOCTI», KOog, AocnimpkeHHA 0173, 3 nonpaskoto 4 Bif
09 uepBHA 2020 poky; cnoHcop - Theravance Biopharma Ireland Limited, IpnaHgis

3aasHnk - TOBAPMCTBO 3 OBMEXEHOK BIAMOBIAAIBHICTIO «®APMACBIKOTIKAT PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

No M.1.6. BignoBigasibHOro AoCNiAHMKA

n/n Hasga Micus npoBefeHHs KiHIYHOro BUNpo6yBaHHS

1. K.M.H. JSlosuHcbka J1.10.

KomyHasibHe HekoMepLiiiHe NignpreMcTBO JIbBIBCbKOI 06/1aCHOT paau «/1bBiBCbka 06/1acHa KiHivHa
NiKapHsa», NPOKTOJIOrYHe BigAiNeHHs, M. JIbBIB

19. OHoBNEeHW NpoToKon KniHiuHoro gocnigmkeHHA NOAH - AFNET 6, Bepcia 5.1 Big 01 »xoBTHA 2020
POKY, aHrnilicbkoro MOBOK [0 MNPOTOKO/ly KAIHIYHOTO [OCAIMKEHHS «BUKOPUCTaHHA MepopasibHUX
aHTUKOAry/IaHTIB, WO He BigHOCATbCA [0 Knacy aHTaroHicTiB BiTamiHy K, y nauieHTiB 3 nepegcepLHUMM
enizogamMu BUCOKOI YacToTu», Kog pocnigxkeHHss NOAH - AFNET 6, sepcia 5.0 Big 01 rpyaHa 2019 poky;
crnoHcop - Kompetenznetz Vorhofflimmern e.V. (AFNET) [Atrial Fibrillation NETwork], HimeuunHa

3asiBHUK - TOB «KOBAHC KNIHIKAN JEBENOMNMEHT YKPAIHA»

20. OHoBneHe [locb€e Ha gocnigkKyBaHui nikapcbKuii 3acioé Tesetakcen (Tesetaxel), Bepcisa 2.0 Big 30
nucrtonaga 2020 p.; 3pa3ok MapKyBaHHA Te3eTtakcen y 6nictepi (BHYTpPILLHA eTUKETKA), Bepcisa Big, 12
CiuHA 2021p., yKpaiHCbKOK MOBOIO; 3pa3oK MapKyBaHHA Te3eTakcen y 6icTepi (30BHiLIHA eTUKeTKA),
Bepcis Big 07 ciuHa 2021p., yKpaiHCbKOIO MOBOIO; 3a/ly4YeHHs A,0AATKOBUX BUPOGHUUMX AINAHOK ANS
Tesetakcen (D-927, C-13022716-S2, Tesetaxel), kancynu 5 mr Ta 20 mr: Catalent Germany Schorndorf
GmbH, HimeuuuHa; Excella GmbH & Co. KG, HimeyuuHa [0 MpoTOKONY KAIHIYHOTO [OCHiAKEHHSA
«baratoueHTpoBe [OCNIMKEHHA ha3n 2 AN BMBYEHHS 3aCTOCYBaHHSA Te3eTakceny 3 TpbOoMa pPi3HMMM
iHribiTopamy PD-(L)1 y nauieHTiB i3 TpWYi HeraTMBHUM MiCLLeBONOLLIMPEHMM ab0 MeTacTaTUYHUM PakoMm
MOJIOUHOI 3a/71031M Ta MOHOTepanii Te3eTakcesioM Y nauieHTiB niTHboro Biky 3 HER2-HeraTuBHUM
MICLLEBOMOLUIMPEHM ab0 MeTacTaTU4HUM pakoM MOJIOYHOT 3as103u», Kog gpocnigmxkeHHs ODO-TE-B202,
Monpaska 4: Bepcisa 5.1 Big 22 BepecHs 2020 p.; cnoHcop - KomnaHis «OgoHenT Tepan'toTike, IHK.»/Odonate
Therapeutics, Inc..CLLA

3asaBHUK - TOB «biomanac», YkpaiHa

21. OHoBneHuit KNiHiuHM npotokon CV181375 (D1680C00019), Bepcis 05 Big 24 BepecHAa 2020 p.
aHrniicbkoo moBow; Bpowypa pgocnigHuka, AanarnicnosiH/Dapagliflozin, BuganHa 17 Big 23
nuctonaga 2020 p. aHrnificbkoo MoBOH; IHhopMaLiliHMA NNCTOK Ta chopma iHPOpMOBaHOI 3roau
ManoniTHboi AuUTUHM Bikom 10-11 pokiB Aana YkpaiHu, Bepcia 6.0 Big 02 nuctonaga 2020 p.
YKpaiHCbKOIO Ta pociiicbkoio mMoBamu; IHopMauiiHMii NMCToK Ta dpopMa iHPOpMOBaHOI 3rogu
ManoniTHLoi AUTUHM Bikom 12-13 pokiB Aana YkpaiHu, Bepcia 6.0 Big 02 nuctonaga 2020 p.
YKpaiHCbLKOIO Ta pociiicbkoo moBamu; IHopMauiiHUi NMCTOK Ta dpopmMa iHOpPMOBaHOI 3rogu
HEeNoOBHOJMITHLOI AUTUHU Bikom 14-17 pokiB gna YkpaiHu, Bepcia 6.0 Big 02 nucrtonaga 2020 p.
YKpaiHCbKOIO Ta pociiicbkoio moBamu; IHopMauiiHUi NUCTOK Ta dopmMa iHPOpMOBaHOI 3roau



Jopocnoro nauieHta ansa YKpaiiu, Bepcia 7.0 Big 17 nuctonaga 2020 p. yKpaiHCbKOIO Ta POCiliCbKOLO
moBamu; IHcpopmauiiiHuii nuctok Ta chopma iHchopmoBaHOi 3roau G6aTbKiB Ha yyacTb AUTUHU B
KNiHiYHOMY BuUNpoGyBaHHi ANA YkpaiHu, Bepcia 7.0 Big 17 nuctonaga 2020 p. yKpaiHCbKOK Ta
pociiicbkolo MoBaMu; CKPUHLIOTU €/1IeKTPOHHOIO LoAeHHUKa ANA nauieHTiB (BeuipHiii HaragyBau,
LWOAEHHUIA WOAEHHUK, TPEHYBaJIbHUI WoAeHHUK) Bepcifa 1.0.0 aHrnificbKo-yKpaiHCbKO MOBOLO Big 17
rpyaHs 2020 p. Ta Bepcia 1.00 aHrnificbKo-pocilicbkolo MoBoto Big, 9 rpyaHa 2020 p. fO NpoTOKosy
KMIHIYHOTO  JOC/IMKEHHSA «26-TkHEBe, OGaraTtoueHTpoBe, paHAoMi30BaHe, Miauebo-KOHTPO/IbOBaHe,
noZBiiHO-c/line BUNPOGyBaHHA pasu 3 B napasiesibHUX rpynax i3 26-TKHEBUM MOLOBXEHUM MEPIOLOM i3
MipKyBaHb 6e3Mekn Ans1 OUiHIBaHHA 6e3nekn i edekTMBHOCTI panarnidpnosiHy B go3i 5 i 10 mr Ta
cakcarninTtiHy B Ao3i 2,5 i 5 Mr y naujeHTiB ANTS40ro BiKy XBOPUX Ha LyKpoBWiA giabeTt 2-ro Tuny, Bikom Big 10
POKiB Ta cTapLue, ane siki He gocsrnm 18-pivHoro Biky», kog aocnimkeHHs CV181375/D1680C00019, sepcisi 04
Big 27 yepBHSA 2019 p.; cnoHcop - AstraZeneca AB / AcTpa3eHeka AB, LLBeLis

3aaBHuk - TOBAPUCTBO 3 OBMEXEHOI BIAMNOBIOANBHICTIO «®APMACBLIOTIKAN PICEPY
ACCOYLUVENTC YKPAIHA» (TOB «®PA YKPATHA»)

22. MK3475-B15 306paxeHHA Ha efIeKTPOHHUX WoaeHHUKax ansa nauieHta (Instrument Screenshots:
EORTC QLQ-C30; BCI Bladder cancer Index; EQ-5D-5L Health Questionnaire; Standard Application
Screenshots; Version History) gns YkpaiHu yKpaiHCbKOIO Ta pocilicbkolo moBamMu, Bepcisa 1.0 Big 28
rpyaHs 2020p 40 NPOTOKO/Y KNiHIYHOro BUNpobyBaHHA «PaHaomi3oBaHe, Bigkpute gocnigpkeHHs Il dhasm ans
OLiHKM nepionepaujiiiHoro 3actocyBaHHS eH(IOpPTymMady BepoTMHY Yy KOMOGiHauil 3 nem6ponizaymabom
(MK-3475) nopiBHsIHO 3 HEOAA'tOBAHTHOO Tepaniel remymTabiHoM Ta LUMcnaaTMHOM Y YYacCHUKIB 3 M'S30BO-
iHBa3VBHUM pPakOM CeY0BOro Mixypa, npugaTHux ans nikyBaHHs yucnnatuHom (KEYNOTE-B15 / EV-304)»,
Koa gocnigpkeHHs MK-3475-B15, sepcisa 00 Big 04 nuctonaga 2020 poky.; cnoHcop - «Mepk LWapn EHA [oym
Kopn.», gouvipHe nignpuemcTtBo «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

3aaBHUK - TOBapUCTBO 3 0OMEXEHOI0 BiAnoBigasbHicTio «MC/L YkpaiHa»

23. BKIOUEHHA A,0AATKOBUX MiCLb NPOBEAEHHS BUNPOOYBaHHA 40 NMPOTOKONY K/IIHIYHOMO AOCAIAKEHHS
«BbaraToueHTpoBe, paHfoMI30BaHe, NoABiiHe crine, nnaueb0-KOHTPOIbOBaHe K/iHIiYHe JochigpkeHHs hasn I
ONS OUiHKM edpeKTUBHOCTI Ta 6e3neyHocTi npenapaty CBP-307 y nauieHTiB i3 BupaskoBum kositom (BK)
CcepefiHbOoro Ta BaXKKOro CTyneHs», kog gocnimkeHHs CBP-307CNO002, sepcis 5.0 Big 17 rpyaHa 2019 poky;
cnoHcop - Suzhou Connect Biopharmaceuticals, Ltd., China

3anBHVK - MNignpmemcTeo 3 100% iHo3eMHoto iHBecTULjeo «ANK'IOBIA PAC YkpaiHa»

No M.1.6. BignoBigasibHOro AocnigHMKa

n/n HasBa MicLs NpoBeAeHHS KNiHIYHOTO BUNPOOBYBaHHS

1 A.M.H. Cipuak €.C.

JikyBa/IbHO-AjarHOCTUYHWIA  LEeHTP «3akapnaTtCbKuil LEeHTP XipyprivHux iHHoBaUilh «AcTpameg»
TOBapuCTBa 3 06MEXEHOH0 BiANOBIAALHICTIO «K/iHiKa 340p0BOT poANHN «AcCTpamen», M. YXXropog
2 nikap BeHrpuHosuy C.I.

MepguuHnii LeHTp ToBapucTBa 3 0OMEXEHOK BiANOBIfASIbHICTIO «AcknenioH», CTralioHapHWi
nigposain, c. Xogociska, Kneso-CBATOLMHCLKMIA p-H, KniBcbka 0671

3 K.M.H. Tomawukesuy I".1.

KomyHaslbHe  HekomepuiiiHe MiANpUEMCTBO  «BiHHMUbka Micbka KAiHiYHA  nikapHa  Nelx,
racTPOEHTEPOsIoriYHe BigaineHHs, M. BiHHMUSA

4 nikap MacbowmnH B.A.

Mean4HWil LEHTP TOBapMCTBa 3 06MEXEHOH BiAgNOBiganbHicTO «CanoTtac», M. JIbBiB

24. OHOBJ1EHMI NPOTOKOJ1 KNiHiYHOro BUNpooyBaHHs TP0006 3 nonpaskoto 2 Big 08 rpyaHAa 2020 poky;
IHcbopmauia ana ydyacHuKa pocnimkeHHs i Popma iHpopMOBaHOI 3rogM Ha y4vyactb Yy AOCAIMKEHHi
TP0006 (myOpportuniTy 2), mogenb gnsa YkpaiHu, sepcia 3.0 Big 12 ciuHa 2021 poky, YKpaiHCbKOIO Ta
pocilicbkolo moBaMu; 3MiHa BignoBiganbHOro pocnigHuka. Kopotka xapakTepucTuka npenapaty
Xioepukc (Hiberix), Bepcis Big 20 cepnHAa 2020 poKy A1 3aCTOCYBaHHA Y K/IiHIMHOMY BUNPOGYBaHHI
TP0006, yKpaiHCbKOK MOBOI [0 NMPOTOKOMY KMiHIYHOrO AocnigkeHHs «baraTtoueHTpoBe, NoABiiiHe chine,
paHAomi3oBaHe, niaueb0o-KOHTPoNbOBaHe A0C/iMKEeHHSA 3 dhasn AN OUiHKM edpeKTUBHOCTI, 6e3MeYHoCTi Ta
nepeHoCMMOCTi npenapaTty pPo3aHoJsIiKcisyMad y [0pOC/InX y4acHUKIB AOC/IIKEHHS 3 NepcucTyoyoo abo
XPOHIYHOIO NEPBUHHOI iIMyHHOIO TpombouuToneHieto (ITM)», kog pgocnigxeHHa TP0006, Big 21 nuctonaga
2019 poky; cnoHcop - KOCibi biothapma ECApEnN, Benbris / UCB Biopharma SRL, Belgium
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3aaBHUK - TOB «MAPEKCE/ YkpaiHa»

BYNO CTANO
nikap NMununexko I'.B. nikap Horaesa /1.1
KomyHanbHe HekomepUiiHe nignpnemctao | KomyHanbHe HekomepLUiiHe nignpuemMcTeo
«Yepkacbknii  06s1aCHWI  OHKOMOTiYHMIA aucnaHcep | «Yepkacbkuii 061acHUA OHKOMOMYHUIA AncnaHcep
Uepkacbkoi o61acHoi pagu», obnacHuii nikyBanbHo- | YepkacbKoi ob6nacHoi pagu», obnacHuii
JiarHoCTUYHMIA reMaToNoriYHUA LeHTp, M. Yepkacu NiKyB&J/IbHO-AiarHOCTUYHWI reMaToMoriYHNA LeHT,
M. Yepkacu

25. OHOBMEHWIA NPOTOKOJI K/iHIYHOTO AOCNiMKEHHA 3 nonpaBkoto 03, Bepcia 1 Big 16 rpyaHsa 2020 poky,
aHrNincbKo MOBOK; OHOB/IEHUI MPOTOKON K/iHIYHOrO AOCiAKEHHA 3 nonpasBKkoto 02, Bepcia 1 Big,
30 BepecHs 2020 poKy, aHrNiliCbKOK MOBOIO; 3MiHa Ha3BWU NPOTOKOJ1Y K/iHIYHOro [OCNIoKEeHHSA:
byno Crano
PaHpgomi3oBaHe, GaraToueHTpoBe, noABiliHe | PaHgomisoBaHe, GaratoueHTpoBe, NoAaBiliHe cnine
cnine pocnimkeHHAa 3 dasn npenaparty | gocnimkeHHa 3 a3 npenapaty amueHecTpaHT
SAR439859 y komOiHauii 3 nanoouuknioom y | (SAR439859) y KomGiHauii 3 nanéouuknioom vy
NMOPIBHAHHI 3 NETPO30/IOM Yy KOMOiHauUil 3 | NOPiBHAHHI 3 /eTpo30osioM Yy KOMGiHauii 3
nanGéouuknioom AnAa nikyBaHHA nNauieHTIiB 3 | nan6éoumnkniéom ana nikysaHHA nauieHTiB 3 ER(+),
ER(+), HER2(-) pakom MOM0O4YHOI 3an03u, sKi | HER2(-) pakom MOJ/IOYHOI 3a/103U, sIKi paHiwe He
paHilue He  OTPUMYBa/IM  CUCTEMHOIO | OTPMMYBaIN CUCTEMHOro npoTMpaKoBOro
NPOTUPAKOBOrO  JliKyBaHHA  MOLIMPEHOro | JlikyBaHHSA NOLWWPEHOro 3aXBOPIOBaHHA
3axBOpPIOBaHHSA
BK/lOUEHHA Ha3BU [0C/iAKYyBaHOro likapCbKOro 3acody — amueHecTpaHT (amcenestrant); OcHoBHa
iHhopMauia npo gocnimkeHHA Ta cdopma iHopMoBaHoi 3roaun, Bepcia 3 Big 16 rpyaHs 2020p.,
aHrniicbKo MoBoIO; IHchopmauia ana nayieHTa i hopma iHhopmoBaHOi 3roau, Bepcifa ans YKpaiHu Ne
2, pata 23 rpygHAa 2020p. (Ha ocHoBi OCHOBHOI iH(hopMaLil Npo AocnimKeHHs i popmu iHpopmoBaHOT
srogn, Bepcia 3 Big 16 rpyaHa 2020p.) ykpaiHCbKOK MoBolo; IHopmauia ansa naudieHta i coopma
iHcbopmoBaHOiI 3roau, Bepcia ana YKpaiiu Ne 2 Big 23 rpyaHs 2020p. (Ha ocHoBi OCHOBHOI iHhopmauii
npo gocnigxkeHHs i hopmu iHhopmoBaHoi 3rogu, Bepcia 3 Big 16 rpyaHAa 2020p.) pociicbKOO MOBOIO;
dopma 3rogu nNapTHEpPKM Ha CNOCTEPEXEeHHs 3a BariTHiCTo, Bepcia 2 Big 16 rpyaHa 2020p.,
aHrniicbkolo MoBoto; IHhopMaLina ana BariTHOI NnapTHepKU nauieHTa i popma iHhopmoBaHoi 3rogu Ha
noganblle cnocTepeXxeHHA 3a NepeGiroM BariTHOCTI, Bepcis ans YkpaiHu Ne 2 Big 24 rpyaHsa 2020p. (Ha
OCHOBi PopMu 3roan NapTHeEpPKU Ha CNOCTePEeXeHHA 3a BariTHICTIO, Bepcis 2 Big 16 rpyaHa 2020p.)
YKpalHCbKOl0 MOBOIO; IH(hopmaLia ANnA BariTHOI NapTHepKu nauieHTa i opma iHpopMoBaHOI 3roau Ha
nogasiblie crnocTepeXeHHs 3a nepebdirom BariTHOCTI, Bepcia ana YkpaiHu Ne 2 Big 24 rpyaHa 2020p. (Ha
OCHOBi ®opMu iHHOPMOBAHOI 3roAn Ha CNOCTEePEXEHHA 3a Nepebirom BariTHOCTi NapTHEPKU, Bepcis 2
Big 16 rpygHa 2020p.) pociiicbkoio mMoBorw; EFC15935 - LljogeHHUK npuiAioMy AOCHifKyBaHOro
npenaparty - Oogatok 3, Bepcia 1.0 Big 12 ciuHA 2021p., yKpPAiHCbKOK Ta POCIilfiCbKO MOBamu;
EFC15935 - LlogeHHVK npuiiomMy gocnigkyBaHoro npenaparty — Jopartok 4, Bepcia 1.0 Big 12 ciuHsA
2021p., yKpaiHCbKOI Ta pociiicbkoo moBamu; EFC15935 - LlUlogeHHUK npuiioMmy AocnimKyBaHOro
npenaparty - Jogatok 5, Bepcia 1.0 Big 12 ciuHa 2021p., YKpaiHCbKOK Ta POCIViICbKOKO MOBaMW;
EFC15935 - LLlogeHHUK Nnpuidiomy focnigKyBaHoro npenapary. IHCTPyKLii Ana yyacHuUKa JOCiAKEHHS,
Bepcis 3.0 Big 12 ciuHa 2021p., yKpaiHCbKOIO Ta pocilicbkoto MoBamu; EFC15935 - LLlogeHHUK npuiiomy
JocnimpxyBaHoro npenaparty — Jopgatok 1, Bepcis 3.0 Big 12 ciuHsa 2021p., yKpaiHCbKOIO Ta pOCiliCbKOIO
moBamu; EFC15935 - LLlogeHHUK npuiioMy gocnigxysaHoro npenapaty - flogaTok 2, Bepcia 3.0 Big 12
CiuHA 2021p., yKpaiHCbKOKW Ta POCIfiICbKOK MOBaMW [0 NPOTOKO/Y KAIHIYHOrO BMNPOGYBaHHSA
«PaHgomizoBaHe, GaraToueHTpoBe, MNoAgiliHe cnine pAocnimkeHHs 3 da3u npenapaty SAR439859 y
KOMOGiHauii 3 Nanbounkniobom y MOPIBHAHHI 3 NIETPO30J/I0M Yy KOMOIHaLIT 3 nanbouukniéoMm Ansa sikyBaHHA
nauieHTiB 3 ER(+), HER2(-) pakoM MON0OYHOT 3a/1031, SKi paHille He OTpMMyBasIi CUCTEMHOIO MPOTUPAKOBOro
NiKyBaHHSA MNOLUMPEHOro 3axBOPIOBaHHA», Kop, nocnimkeHHs EFC15935, 3 nonpaskoto 01, Bepcia 1 Big 27
nunnHa 2020 poky; cnoHcop - sanofi-aventis recherche & developpement, France (CaHodi-ABEHTIC peluepLl e
aesenonmMad, ®paxuis)
3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

26. OHoBeHuiA MpoTokon KniHiuHOro BUNpo6yBaHHA SB12-3003, Bepcia 6.0 Big 27 nuctonaga 2020
POKy, aHrnilicbkoo MOBOIO; Bpoluypa gocnigHuKa gocnigKyBaHoro nikapcbkoro sacody SB12, Bepcis
2.1 Big 02 nuctonaga 2020 poky, aHrNiicbKo MoOBOLO; IHchopMauiiHnii NncToK nauieHTa Ta hopma
iHbopmoBaHOi 3roau pns YKpaiHu aHrniicbkoro MoBoOl, Bepcis 6.1.0 Big 29 rpyaHa 2020 poky;
IHchopmauiiiHuiA NnucToK nauieHTa Ta chopma iHchopMoBaHOI 3roau Ans YKpaiHu yKpaiHCbKOK MOBOIO,
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Bepcia 6.1.0 Big 29 rpyaHa 2020 poky; IHopmauiiiHMA NUCTOK NauieHTa Ta cpopma iHchopmoBaHOI
3roau anAa YKpaiHu pociicbKolo MOBOHO, Bepcif 6.1.0 Big 29 rpyaHsa 2020 poky; focbe AoCnigKyBaHOro
nikapcbkoro 3aco6y SB12, Po3ginu «1. Introduction» Ta «2. Quality Data», Bepcia 2.0 Big 21 rpyAaHs
2020 poKy, aHrniicbKo MoBOIO; JOCbE AOCAiIgKYBAHOro fikapcbKkoro 3aco6y SB12, Po3gin «4.
Clinical Data», Bepcis 2.0 Big 01 rpyaHAa 2020 poKy, aHrnilicbKolo MOBOIO; 3ara/ibHa OLjiHKa PU3UKIB Ta
KopucTi gocnimpkeHHs SB12-3003, Big 14 rpygHa 2020 poKy, aHr/NiiCbKOIO MOBOK [0 MPOTOKO/Y
KMiHIYHOTO JocnigpkeHHs «PaHgomisoBaHe, noAgiviHe ciine, 6aratoueHTpoBe JocnigpkeHHsa dasu Il 3 meTor
MOPIBHAHHA  e(DEKTUBHOCTI, 6e3Mne4yHOCTi, (apmMakoKiIHETMKA Ta IMyHOreHHocTi npenapaty SB12
(3anponoHoBaHOro 6ioaHasnora ekynisymaoy) i npenapaty Conipic® y nauieHTiB 3 NapoKCU3MasibHOK HIYHOH
remorno6iHypieto», kog gocnimxkeHHs SB12-3003, sepcis 5.0 Big 21 cepnHa 2020 poky; cnoHcop - «CaMcyHr
Bawnoenic Ko., /lta.», Pecny6nika Kopes (Samsung Bioepis Co., Ltd., Republic of Korea)

3asiBHUK - ToBapucTBO 3 ObMeExXeHo BignoiganbHicTio «KoHTpakTHO-AocnigHnubka OpraHrizauist IHHodhapm-
YkpaiHa»

27. focbe pocnipxyBaHoro nikapcbkoro 3aco6y Topunanimaé_Mogynb 3 «fAkicTb», Bepcia 3.0 Big, 07
ciuHa 2021 poky, aHrnificbkoro MOBO1O; [OCbE AOCMiAKYBaHOro JlikapCcbKOro 3aco6y nnaue6o go
Topunanima6by_Moaynb 3 «HAkicTb», Bepcia 2.0 Big 06 ciuHAa 2021 poky, aHrNiIACbKOIO MOBOIO;
SanyueHHsa komnaHii Catalent Germany Schorndorf GmbH, Germany, sk gogaTtkoBoi BUPOGHUYOI
BiNAHKM Ta imnopTtepa npenaparty Topunanimat Ta nnaue6o go Topunanimady 40 NPOTOKOAY KAiHIYHOIO
AocnigpkeHHs1 «MpocnekTMBHe, paHaoMi3oBaHe, niaueb0-KOHTPOoNboBaHe, NoABiiHe cnine, 6araToLeHTPOBe,
peecTpauiiHe KniHiuHe pocnimkeHHs das3m |l ana nopiBHAHHA Topunanimady (JS001) y noegHaHHi 3
NeHBaTUHIOOM Ta nnauebo y MOeAHaHHI 3 NieHBaTUMHIGOM sK Tepanii 1- AiHii npu  nowunpeHiin
renatouentonspHii kapuymHomi (M'LUK)», kog gocnigpxkeHHsa JS001-027-1lI-HCC, sepcis 1.2 Big 02 BepecHs 2020
poKy; cnoHcop - Shanghai Junshi Biosciences Co., Ltd, China

3aaBHUK - MNignpremcTso 3 100% iHo3eMHoM iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

28. OHoBneHwnii MpoTokon KniHiuHoro gocnimkeHHa HGS1006-C1113, iHkopnopoBaHuii nonpaskoto 04
Big 25 nuctonaga 2020 poKy [0 NPOTOKO/Y K/iHIYHOrO BMNpo6yBaHHA «PaHgomisoBaHe, noggiiiHe chine,
nnaue60-KOHTPOIbOBaHE, 52-TXKHEBE AOCNIMKEHHS /18 OLHKM NOBIYHMX ABULL, L0 BUK/IMKAOTb OCOBNNBWIA
iHTepec, Npu 3acTocyBaHHi 6eniMymady y JOPOC/IMX NaLEHTIB i3 CUCTEMHUM YEPBOHNM BOBYAKOM B aKTUBHIi
cdhopmi 3 HassBHMMUK ayToaHTUTIiNamm», kod aocnigxeHHs HGS1006-C1113, iHkoprnopoBaHuii nonpaskoto 03
Big 22 TpaBHA 2017 poky; cnoHcop - “Human Genome Sciences, Inc.” (“XbtomaH xeHom CalieHcis, IHK.”),
CWA

3anBHWK - NignpuemcTso 3 100% iHo3eMHolo iHBecTULjelo «ANK'HOBIA PC YkpaiHa»

29. flopatok (Bepcis 3.0 Big 11 ciuHa 2021 poky) o IHdopmauii ana nauieHTa i Popmu iHhopmoBaHoOT
3rogu, Bepcis 5.0 Big 10 nnnHA 2018 poKy yKpaiHCbLKOIO Ta POCiiCbKOK MOBaMM 10 NPOTOKO/1Y K/iHIYHOTO
JocnipkeHHs «PaHgomizoBaHe, MOABiHE chine, nnaueb0-KOHTPoSiboBaHe, H6araToLEeHTPOBE AOCAIAKEHHS
hasm 3, Wo NpoBOAMTLCA B NapasiesibHUX rpynax Aas ouiHk1 6e3neyHoCTi Ta e(hekTMBHOCTI 3acToCyBaHHS
yCTeKiHymaly 715 iHAYKLIAHOT Ta NiATPMMYYOi Tepanii y y4acHWKIB AOC/IAKEHHS 3 aKTUBHUM BUPa3KOBUM
KOMiTOM cepedHbOro abo BaXKOro CTYMEHSs TSHKKOCTI», kog gocnigpkeHHs CNTO1275UCO03001, 3
iHKOpnopoBaHol nonpaskoo 2 Big 20 kBiTHA 2016 poky; cnoHcop - «fAHcceH-Cinar IHTepHewHn HB»,
Benbris

3asaBHVK - TOB «IMAPEKCE/1 YkpaiHa»

30. OHOB/1€HUIA NPOTOKON KAiHIYHOro BUNpo6yBaHHA 16T-MC-AMAP 3 iHKOpnopoBaHOI0 NONpPaBKoo (a)
Bif 16 rpygHa 2020 poKy, aHrniiicbkolo mMoBolo; IHhopmauisa ana nauieHTa focnigkeHHA Ta Popma
IHchopMoBaHoOI 3rogu ANA BUKOPUCTAHHA B YKpaiHi, Bepcis Ne 4.0 ykpaiHCbKO0 MOBOIO Bif, 03 ntotoro
2021 poky; IHchopmauia pna naudieHTa ApocnimkeHHs Ta ®dopma IHcpopmoBaHOi 3roaun AnAa
BUKOPUCTaHHA B YKpaiHi, Bepcia Ne 4.0 pocilicbkoto moBoto Big 03 ntotoro 2021 poky; LLjogeHHUK
nauieHTa gocnigkeHHa 16T-MC-AMAP ans Bignosigeil Ha 3anMTaHHA NPO 4acTOTYy BUMOPOXXHEHD i
BUNAAKN pPeKTa/IbHOI KpoBOTeUi NPOTAroM 1 AHA 00 NpOBeAeHHA eHAO0CKOoNi, peAakuia ana YKpaiHu,
Bepcia 2 Big 04 nuctonaga 2020 poKy, yKpaiHCbKOK MOBOLO; LLloaeHHUK nauieHTa gocnigxkeHHs 16T-
MC-AMAP ans BignoBigeilt Ha 3aNMTaHHA NPO YaCTOTY BUNOPOXXHEHb i BUNAAKN PEKTa/IbHOI KpOBOTEUi
npoTarom 1 gHA A0 NpoBeAeHHs eHAoCKoNii, pefgakuisa ana YkpaiHu, Bepcia 2 Big 06 nuctonaga 2020
POKy, pocilicbkolo MoBolo; LLlogeHHMK nauieHTa pocnigkeHHA 16T-MC-AMAP ansa BignoBigeii Ha
3anuTaHHA MPO 4YacToTy BUMNOPOXHEHb i BUNAAKU pPeKTaNIbHOI KpoBOTedi MPOTArom 7 AHIB A0
npoBefeHHs eHAOCKONIT, peAakuin Ana YKpaiHu, Bepcia 2 Big 04 nuctonaga 2020 poKy, yKpaiHCbKOO
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MoBOl10; LLloaeHHUK naudieHTa gocnimkeHHA 1I6T-MC-AMAP ans BignoBigeii Ha 3anUTaHHA NPO YacToOTy
BUNOPOXHEHb i BUNAAKN pPeKTa/IbHOI KPOBOTe4Yi NpoTArom 7 AHIB A0 NpoBefeHHA eHA0CKomnii,
pepakuia ansa YkpaiHu, Bepcia 2 Big 06 nuctonaga 2020 poky, pociiicbkoto MoBOI; XXypHan BBeeHHA
pocnipxkysaHoro npenaparty nauieHtom (Patient Study Drug Self-Administration Log mirikizumab),
Bepcia 1 Big 21 nunHa 2020 poKy, YKpaiHCbKOIO MOBOIO; XXypHasi BBefEHHA [OCAifKYyBaHOro
npenapary nauieHtom (Patient Study Drug Self-Administration Log mirikizumab), Bepcia 1 Big 21
nunHa 2020 poky, pociiicbkolo MoBOIO; XXypHan HaB4YaHHA MauieHTa npuiioMmam BBeAEeHHSA
pocnipxysaHoro npenaparty (Patient Study Drug Self-Administration Training Log), Bepcia 1 Big 11
rpygHAa 2020 poKy, YKpaiHCbKOK MOBOI; )XypHas HaBYaHHA nauieHTa npuiiomaM BBeAEeHHSA
pocnipxkyBaHoro npenapary (Patient Study Drug Self-Administration Training Log), Bepcisa 1 Big, 22
rpygHA 2020 poKy, pPOCIiCbKOIO MOBOLO; IHCTPYKLiS 3 KOPUCTYBaHHA OJ1IA CAMOCTIVIHOrO BBefleHHA
iH’eKuiT, Bepcia 1 Big 03 uepBHA 2020 poOKy, YKPAIHCbKOIO MOBOIO; IHCTPYKLIA 3 KOPUCTYBaHHA ANA
camocTiiiHOro BBegeHHA iH’ekuii, Bepcia 1 Big 03 uepBHA 2020 poky, pociiicbkoio MoBOI; Bigeo-
iHCTPYKUIA 3 BUKOPUCTaHHA MnornepeAHbO HANOBHEHOro WNpUuAa AAA NALieHTIB WOoAO0 BUKOHAHHSA
iH’ekuin Mipikisyma6y (Miri PFS How to Inject Video V1.0_06.26.2020_UK-Ukraine), Bepcis 1.0 Big 26
yepBHA 2020 poKy, YKpaiHCbKOO MOBOIO; Bifgeo-iHCTpyKUiA 3 BUKOpUCTaHHA MnonepeaHbLO
HaNOBHEHOIO LWNpMLUA 418 NaWiEeHTIB WoA40 BUKOHAHHA iH’eKUin Mipikisyma6y (Miri PFS How to Inject
Video V1.0_06.26.2020_UK-Ukraine), Bepcisa 1.0 Big 26 uepBHa 2020 poKy, pOCiliCbKOIO MOBOK [0
NPOTOKONY KNIHIYHOIO AocnimkeHHs «baraTtoueHTpoBe, Bigkpute, MoposxeHe AocnigkeHHs 1l ®a3u ana
OuiHkn [osrotpmBanoi EdiektuBHOCTI Ta besneyHocTi 3actocyBaHHsA Mipikisymaby y [laudieHTiB i3
Bupaskosum Konitom MomipHoro Ta Tshkkoro Mepebiry (LUCENT 3)», kog gocnigpxeHHs 16T-MC-AMAP,
iHiluianbHa Bepcis Big 15 6epesHa 2018 poky; cnoHcop - Eni Ninni eng Komnani, CLUA / Eli Lilly and Company,
USA

3aaBHUK - «Eni Nlinni Boctok CA», LLBeinuapis

31. IHnchopmadiiiHuii GroneteHb gocnimkeHHsa MT-12, MATIC gns cim’i, 01 rpygHs 2020 p., Bepcis 2.0, UA
YKpaiHCbKOIO Ta POCIACHLKOKO MOBOK [0 MPOTOKO/Y KMiHIYHOrO BUNPOOyBaHHA «OpfHopivyHe niauebo-
KOHTposiboBaHe pocnimkeHHA Il dpa3n 3 ouiHkM edekTUBHOCTI Ta 6e3nekn Tabnetku nna cybniHreasibHo1
imyHoTepanii  (SLIT-tablet) npu aneprii Ha kniwa AgomawHsoro nwiy y giteidr (5-11 pokiB) 3
PVHITOM/PUHOKOH'FOHKTMBITOM, BUK/IKAHUM K/TiLLEM AOMALLUHbOro Ny, 3 abo 6e3 acTMm», Kog AOCAiAKEHHS
MT-12, Bepcis 4.0 Big 13 rpyaHsa 2019 p.; cnoHcop - AJIK-A6enno A/C, daHis (ALK-Abello A/S, Denmark)
3aaBHuK - TOB «Mb KeecT», YkpaiHa

32. BknloyeHHs A0AATKOBUX MiCLib NMPOBeAEeHHs KMiHIYHOro BUNPOOyBaHHA B YKpaiHi [0 NpoToKony
KMiHIYHOro AocnigkeHHs «PaHaomizoBaHe, noAgiiHe chine, niauebo0-KOHTPO/IbOBAHE AOC/IMKEHHS ANs
BMBYEHHA eheKkTUBHOCTI Ta 6e3neyHocTi npenapaty IHxektadep® (Kapookcumanbto3a 3aniza) ans
NiKyBaHHA cepLeBol HeJoCTaTHOCTI Npu 3ani3ofeiunTHUX cTaHax», kog AocnimpkeHHa 1VIT15043, dhiHabHa
apadt Bepcia 2 ana FDA Big 29 nuctonaga 2018 p; cnoHcop - «AMepikaH PemkeHT, IHk.», CLUA (American
Regent, Inc., USA)

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

Ne MN.1.B. BignoBiganbHOro gocnigHnka

n/n Ha3ga Micus npoBefeHHs KiHIYHOro BUNpo6yBaHHS

1. | nikap Becenosarl.C.

KomyHasnibHe HekomepuiiHe nignpruemcTBo «Micbka nosikiiHika Ne9» XapkiBCbKOi MICbKOI paau,
BigAiNeHHs By3bKMX haxiBLiB, M. XapkKiB

2. K.M.H. NManamapuyk O.I.

KomyHasibHe HekomepuiiHe nignpuemctBo «Micbka nikapHs NelO» 3anopi3bkoi MICbKOT paaw,
KapAiopeBmarosoriyHe BigfineHHs, M. 3anopixxsa

33. 3miHa BignoBiganbHOro pocnigHuka B Micui npoBegeHHss KuiBCbKa KniHiYHA nikapHA Ha
3anisHMYHOMY TpaHcnopTi Ne2 dinii «LleHTp OXOpoOHU 340pOB’A» akUuioOHEepPHOro TOBapucTBa
«YKpaiHCbKa 3ani3Huusa», BiAAiNIeHHA AEHHOro cTauioHapy, M. KWiB [0 npoTOKO/y KNiHIYHOro
pocnimpkeHHss «PaHfomizoBaHe, nofgiiiHe cnine, noAgiiiHe MackoBaHe, Mlaueb0-KOHTPOIbOBaHe,
GaraToLEeHTpOBe AoCNimKeHHs hasu Il B napanenbHuX rpynax 3 MeTOH OLiHKM edDEKTMBHOCTI, 6€3MNe4YHOCTI Ta
thapmakokiHeTukn npenapaty UTTR1147A y nopiBHsIHHI 3 niaue6o Ta B MOPIBHAHHI 3 Begonisymabom y
naLieHTiB i3 BUPa3KOBMM KOJIITOM Bif, MOMIPHOro [0 TSXKOro CTyneHsa», kog, focnimxkeHHs GA39925, sepcis 6
Big 08 kBiTHA 2020 p.; cnoHcop - Genentech, Inc., USA/ IxeHeHTek IHK., CLUA

3aaBHUK - ToBapncTBo 3 O6MexeHoo BignosigansHicTio «kKoHTpakTHO-AocnigHnubka OpraHisauis IHHodapM-
YkpaiHa»
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BYNO CTAIO
nikap FipueHko H.B. 3aB. Bifg. KupnueHko O.B.
KuviBCcbka KNiHiYHa NikapHAa Ha  3anisHMYHOMY | KWiBCbKa  KiHiYHA  NiKapHA Ha  3a/1i3HUYHOMY
TpaHcnopTi Ne2 cinii «LleHTp oxopoHu 3[0poB’'s» | TpaHcnopTi Ne2 dinii «LleHTp OXOpOoHW 340pPOB’'S»
akLioHepHOro ToBapmncTBa «YKpaiHCbka 3a/1i3HULSA», | akLioHEPHOro TOBApPUCTBA «YKPATHCbKa 3a/1i3HULSA»,
BifAi/IeHHA AeHHoro cTauioHapy, M. Kuis BiAi/IEHHA fleHHOro cTauioHapy, M. Kuis

34. OHoBneHa bpowypa gocnigHuka [IJNJ-67896062 (MauiteHTaH)], Bepcisa 18, 4 rpyaHa 2020 p. fo
MPOTOKO/Y KJ/IHIYHOrO JOC/IMKEHHSA «[lOBrocTpokoBe, 6GaraToLeHTPOBE, BigKpUTE [OCMIMKEHHS 6e3
KOHTPO/IbHOI Tpynu, WO € NPOAOBXEHHAM pocnimxkeHHs MEPIT-1, onsa ouiHku 6e3nekn, NnepeHoCcMMOoCTi Ta
ehekTnBHOCTI MauiTeHTaHy Yy nauieHTiB 3 HeonepabesibHOK XPOHIYHOK TPOMBG0EMOO/TIYHOK IereHEBO
rinepteHsieto (XT/IN)», kog aocnigxkeHHs AC-055E202 (MERIT-2), Bepcis 3 Big 28 BepecHs 2020 p.; CnoHcop -
AkTenioH dapmacbtoTikasic, /lta. Actelion Pharmaceuticals Ltd., Switzerland

3aaBHuK - TOB «MB KBecT», YkpaiHa

35. OHOBEeHWI NPOTOKON KniHiuHoro pocnigmkeHHAa TAK-079-1004, Bepcia i3 nonpaskoi 3 Big 18
rpyaHs 2020 p., aHrnincbkolo moBoto; TAK-079-1004 OcHoBHa iHchopmauis gns nauieHTta i coopma
iHdhopMoBaHoIi 3rogu ans YKpaiHu, aHrnificbKoto MmoBoto, Bepcis 3.0 Big 26 ciuHAa 2021 p.; TAK-079-1004
OcHoBHa iHdhopMaLis ansa nadieHTa i popma iHhopmoBaHOI 3roau Ansa YKpaiHu, YKpaiHCbKOK MOBOIO,
Bepcia 3.0 Big 26 ciuHa 2021 p.; TAK-079-1004 OcHoBHa iH)opmauis Aana nauieHTa i dopma
iHhopMoBaHoi 3roau anA YKpaiHu, pocilicbKoto MmoBoto, Bepcia 3.0 Big, 26 ciuHa 2021 p.; TAK-079-1004
Bigkpute npoaoBXeHHA aocnimkeHHs A, IHcpopmauia ansa nauieHTa i popma iHthopmoBaHoi 3roau ans
YKpaiHu, aHrniicbKor MoBoto, Bepcif 3.0 Big 26 ciuHa 2021 p.; TAK-079-1004 Bigkpute NpoAOBXEHHS
pocnipkeHHa A, IHbopmauisa ana nadieHTa i popma iHhopmoBaHOiI 3roau ana YKpaiHu, yKpaiHCbKO
MoBoto, Bepcia 3.0 Big 26 ciuHa 2021 p.; TAK-079-1004 Bigkpute NpPOAOBXEHHA AOCNiMKEHHA A,
IHchopMmauisa ansa nauieHTa i popma iHchopmoBaHOI 3roau ans YKpaiHu, pocilicbkolo MoBoto, Bepcis 3.0
BifA 26 ciuHa 2021 p.; TAK-079-1004 Bigkpute npoAoBXeHHA AocnimpkeHHA b, IlHdopmauia ana
nauieHTa i popma iHpopMoBaHOT 3roau Ans YKpaiHu, aHrniicbkolo MmoBoto, Bepcifa 3.0 Big 26 ciuHsA
2021 p.; TAK-079-1004 Bigkpute npoAoBXeHHs AaocnipxkeHHA b, IHchopmauia aona nauieHTa i hopma
iHchopMoBaHoI 3rogu Ans YKpaiHu, yKpaiHCbKOK MOBOIO, Bepcis 3.0 BiA 26 ciuHAa 2021 p.; TAK-079-1004
Bigkpute npoaoBxeHHA aocnimkeHHs b, IHchopmauia ana nauieHTa i popma iHchopmoBaHoi 3roau ans
YKpaiHu, pociiicbkolo MoBolo, Bepcia 3.0 Big 26 ciuHa 2021 p.; locbe AOCNIAKYBAHOIO J1iKApCbKOro
3acoby TAK-079, Bepcia 4.0 Big 11 ciyHAa 2021 p., aHrAiACbKOK MOBOM; 306ifIbLIEHHA TEPMiHY
NpuAaTHOCTI JOCiAKYBaHOro nikapcbkoro 3acody TAK-079, po3uuH gnsa iH’ekuii, 100 mr/mn, go 60
MicALiB 40 NPOTOKONY K/iHIYHOro AOCAIMKEHHS «PaHaomi3oBaHe, noAgiiHe crine, niaue60-KOHTPObOBaHe
OocnimkeHHs1 ha3m 2 ansa ouiHku 6e3neyvyHoCTi, NepeHoCUMOCTi Ta edhekTuBHOCTI npenapaty TAK-079 y
NauieHTiB i3 NEepPCUCTYOYOH/XPOHIYHO MNEPBUMHHOK IMYHHOK TPOMOOLMTONEHIED», KOO AOCAIAKEHHS
TAK-079-1004, Bepcis i3 nonpaskoto 01 Big 26 rpyaHs 2019 p.; cnoHcop - MinneHHiym ®apmacbloTikan3, IHK.,
CWA (Millennium Pharmaceuticals, Inc., USA)

3aaBHUK - ToBapncTBo 3 O6MexeHoto BignosigansHicTio «kKoHTpakTHO-AocnigHnubka OpraHisauis IHHodapM-
YkpaiHa»

36. BknoueHHs AO0AATKOBOro Micusi NpoBeAeHHA KNiHIYHOro BUNMPOOYBaHHA 10 NPOTOKOJY K/1iHIYHOro
JocnipkeHHs «PaHOomi3oBaHe, akTMBHO KOHTPOJIbOBaHe, MNOABiiHE chine [ocnifmkeHHs dasn 3 ans
NOPIBHSAHHA ehekTUBHOCTI Ta 6e3nedHocTi CT-P43 3 npenapatom CTenapa y nauieHTiB i3 61AWKONOAIGHNM
ncopiazom Bif, NOMIPHOIO [0 TSXKKOTO CTYMEeHs TSXKKOCTi», koa aocnimkeHHs CT-P43 3.1, sepcis 1.1 Big 10
cepnHs 2020 p.; cnoHcop - CELLTRION, Inc., Republic of Korea (South Korea)/ CETTTPIOH, IHK, Pecny6nika
Kopes (MiBaeHHa Kopes)

3asBHUK - ToBapucTBO 3 ObMEXeHo BignoiganbHicTio «KoHTpakTHO-AocnigHnubka Oprarizauisi IHHodhapm-
YkpaiHa»

Ne n/n MN.1.B. BignoBiganbHOro gocnigHuka

Hasga Micus npoBefeHHs KiHIYHOro BUNpPo6yBaHHSA

1 3aB. Big. Manarypuy O.M.

NikyBa/lbHO-AjarHOCTUYHWIA  LEHTP MpUBATHOrO NiANPUEMCTBA «AcCKIeni», BigoKpeMaeHul
CTPYKTYpHUIA nigpo3ain (BigaineHHs) Nol, m. /IbBiB
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37. 3miHa BignoBiganbHOro pocnigHuka B Micui npoBeAeHHs KuiBCcbKa K/iHIYHA nikapHA Ha
3anisHu4yHomy TpaHcnopTi Ne2 chinii «LLeHTP OXOpPOHW 3A0pOB’sA» akKuiOHepHOro ToBapuUcCTBa
«YKpalHCbKa 3anisHuuA», BigAiINEeHHA [eHHOro crauioHapy, M. KuiB [0 npoToKo/y K/iHIYHOro
JocnimpkeHHa «Bigkpute npogoBxeHe gocnigxeHHs dhasu || 3 MeToro OLHKM [OBroCTPOKOBOT 6€3MeYHOoCTi Ta
nepeHocumocTi npenapaty UTTR1147A y nauieHTiB i3 BUPa3KOBUM KOMITOM Bif MOMIPHOrO A0 TSXKOro
cTyrneHa abo xBopobow KpoHax», kof pocnimkeHHs GA40209, sepcia 5 Big 09 kBiTHA 2020 p.; crnioHcop -
Genentech, Inc., USA/ [I)keHeHTeK IHK., CLLUA

3anBHuWK - ToBapucTeo 3 ObmexeHot BignosigasbHicTio «KoHTpakTHO-JocnigHnybka OpraHisauis IHHogapm-
YkpaiHa»

BYno CTAO

nikap FipueHko H.B. 3aB. Big. KupuueHko O.B.

KuiBcbka K/iHIYHA NikapHA Ha  3a/li3HMYHOMY | KMiBCbKa  KAiHIYHA  NikapHsa Ha  3a/li3HUYHOMY
TpaHcnopTi Ne2 dinii «LIeHTp OXOpOoHW 340pOoB’'s» | TpaHcnopTi Ne2 dinii «LleHTp OXOpOoHM 340pO0B’'s»
akLioHepHOro ToBapucTBa «YKpaiHCbka 3ani3HuUs», | akuioHepHOro ToBapucTea «YKpaiHcbka 3anisHuusa»,
BiA4i/IeHHA AeHHOro cTauioHapy, M. Knis BifAileHHA AeHHOoro cTtauioHapy, M. Knis

38. MoaoBxeHHA TpUBaNOCTI KNiHIUHOro BUNPOGYBaHHA B YKpaiHi Ta cBiTi go 31 rpyaHa 2025 poky 10
MPOTOKOY KNiHIYHOIO BUMPOOYBaHHA "baraToueHTpoBe paHAoMi3oBaHe JochimpkeHHA 2/3 dha3u 4N oujiHKM
echekTy naiHaGyniHy y MOPIBHAHHI 3 nerdiarpacTuMom y npodiNakTuli BakKOT HEMTPONEHIi y NauieHTiB 3
pPakom MOJIOHHOI 3a/1031, SIKi OTPUMYHOTb MIENOCYNPECKBHY XiMiOTepanito foLeTakcesioM, fOKCOPYOILUHOM i
uuknodpocpamigom (cxema TAC) (MpoTekTus 2), Koa pocnimkeHHs BPI-2358-106, nonpaska npoTokosny 10
Big 20 rpyaHs 2019 p.; cnoHcop - BeyondSpring Pharmaceuticals, Inc., USA

3aaBHuK - TOB «CAHAKJ/IIC», YkpaiHa

39. Bk/IIOUEHHA [0[ATKOBOrO Micusi NMPOBeAEeHHs KNiHIYHOro BUNPOOyBaHHA; 3pasky 306paXeHb
€/1IeKTPOHHOro onutyBasibHMKa ans nauieHTiB: ePRO Screenshots — Ukrainian v4.0_Clean 08-Dec-2020
[Bawe 3g0poB’a Ta camonoyyTTa - SF-36v2® Health Survey Acute, Ukraine (Ukrainian); FACIT-Fatigue,
YKpaiHCbKOIO MOBOI]; 3paskym 300paXeHb e/IeKTPOHHOro onuTyBaJibHUKa ANA nauieHTiB: ePRO
Screenshots - Russian (Ukraine) v4.0_Clean 08-Dec-2020 [Balue 340poB’si Ta camonoyyTTs - SF-36v2®
Health Survey Acute, Ukraine (Russian); FACIT-Fatigue, pocilicbkoto moBoto]; VIB0551.P3.S2, IGG4-A3
OuiHka 3arocTpeHb Ta KpuTtepii [IlgG4-RD Flare Evaluation And Criteria], Bepcisa 1.0, 2 xoBTHA 2020,
aHrnincbKo MoBOLO; locbe AocnipKyBaHOro fnikapcbkoro 3aco6y (Inebilizumab), Bepcia 2.0 Big 06
CciuHA 2021 p., aHrNiCbKOK MOBOLO; 3aJ/ly4eHHA A0AATKOBUX BUPOGHUUUX OINAHOK ANA nnayebo Ao
iHeGinisymao (Inebilizumab) 10 mMn, KOHUeHTpaTr AnA pos3uuHy pansa iHdysiii: Berkshire Sterile
Manufacturing, Inc.,CLUA; SGS, CLUA; 3anyuyeHHA A00aTKOBOI BUPOGHUUOT AiNAHKK ANA iHeGinisaymao
(Inebilizumab), koHueHTpaT AgnNA po3uMHy Ana iHdysiin,10 mr/mn Ta nnaue6o [0 iHeGinisymab
(Inebilizumab) 10 mn, koHUeHTpaT Ans po3uuMHy AnsA iHdysiik: Fisher Clinical Services GmbH,
HimeuuunHa [Marie-Curie-Str. 16, Rheinfelden, Baden-Wuerttemberg, 79618, Germany]; 3pa3oK
MapKyBaHHA AocnigKyBaHOro ikapcbkoro 3aco6y Inebilizumab, 10 mr/mn a6o nnaue6o, 10 mn,
KOHLIEHTpaT ANnA pPo3uvMHy AnsA iHdysiii (dpnakoH, ynakoBka[HaGip], Label ID #: VIE2506PN38.2,
VIE2505PN38.1), yKkpaiHCbKOK MOBOIO [0 MPOTOKONY KAiHIYHOro AocnigpkeHHs “PaHaomizoBaHe, noAgiiHe
cnine, 6araToueHTpoBe, naueb0-KOHTPO/IbOBaHE AOC/iMKEHHA 3 ha3n AN OUiHKM e(heKkTMBHOCTI i
6e3neyYyHocCTi iHeGinisymaby npu IgG4-acouiiioBaHUX 3axBOproBaHHAX”", koA gocnigpkeHHs VIB0551.P3.S2,
Monpaska 3, 16 kBiTHA 2020 p.; cnoHcop - Biena baiio, IHk., CWA (Viela Bio, Inc., USA)

3asBHK - TOBAPUCTBO 3 06MEXEHOI0 BiANOBigabHICTIO «<MEAMENC YKPAIHA»

Ne MN.1.6. BigNoBiga/IbHOrO AOCNiAHMKA

n/n HasBa micus NpoBeAEHHS KNiHIYHOTO BUNPOOYBaHHS
1 O.M.H., npod. Yon'sik B.B.
KomyHanibHe HekomepujiiiHe nignpuemMcTBO JIbBIBCbKOT 06/1acHOi paan «J/1bBIBCbKMA 061acHuii
KNiHIYHWIA AiarHOCTUYHWIA LLeHTP», PerioHanbHWUIA LLIEHTP aneprosiorii Ta KNiHiYHOoT iMyHonorii, M. /TbBiB

40. IHdopmauiliHuiA NMCTOK nauieHTa i popma iHhopmoBaHoi 3rogu, Bepcia V7.0UKR(uk)1.0 Big 28
ciuHA 2021 poky, nepeknapg, yKpaiHCbKolo MoBOI Big 04 ntotoro 2021 poky; IHchopmauiiiHuii nMcToK
nauieHTa i popma iHpopmoBaHoi 3rogn, Bepcisa V7.0UKR(ru)1.0 Big 28 ciuHa 2021 poky, nepeknap,
pociiicbkolo MoBoto Big 04 ntotoro 2021 poky; IHchopmauiliHa 6Gpoliypa ans nayieHTa, AOCNiopKeHHSA
BERGAMOT (GA29144) [VO3UKR(UK)01], ykpaiHCbkoio MoOBOW; IHchopmauiiHa OGpowypa Aans
naudieHTa, pgocnigpkeHHa BERGAMOT (GA29144) [VO3UKR(RU)01], pociiicbkoio mMOBOLO; BitasibHa
Gpolypa gnsa naugieHta, gocnigxkeHHs BERGAMOT (GA29144) [V05 UKR(UK)01], yKkpaiHCbKOIO MOBOIO;
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BitanbHa Opowypa Aana naudieHta, gocnipkeHHs BERGAMOT (GA29144) [V05 UKR(RU)01],
pocilicbKkolo MOBOLO [0 NPOTOKO/1Y KAiHIYHOro BUNpPobyBaHHSA «baraToLeHTpoBe, paHA40Mi30BaHe, NoaBiiHe-
cnine, nnaueb6o-KOHTpoAboBaHe AocnimkeHHs doasn Il Ans ouiHkM edheKTUBHOCTI Ta 6e3neyHoCTi npenaparty
eTponi3ymat B AKOCTi iHAYKLI i MiATPUMYOYOro NikyBaHHS NaujieHTIB 3 XBOP060 KpoHa B akTUBHIl dasi Bif
cepefiHboro [0 TSXKKOro CTyneHs BaXKOCTi», koA aocnimpkeHHs GA29144, sepcia 7 Big 24 kBiTHA 2019 poky;
cnoHcop - «®. XOPOPMAHH-NA POLU NTA», Weeiiyapia (F. HOFFMANN-LAROCHELTD, Switzerland)
3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuljeto «AVK'IOBIA PAC Ykpaina»

41. MpoToKon KniHiuHoro gocnimkeHHs J2G-MC-JZJC, Bepcifa 3 iHKopnopoBaHoto nonpaskoto (d) Big,
18 nucrtonapga 2020 poky; IHchopmauia gnsa nayieHTa gocnigpkeHHs Ta Popma iHhopmoBaHoi 3rogn AnA
yyacTi y AOoCNifpKEeHHI AN BUKOPUCTaHHA B YKpaiHi, Bepcia Ne 3.0 ykpaiHCbKOO MOBOIO Big 01 ntoToro
2021 poky; IHhopmaunisa ana naudieHTa gocnigkeHHA Ta dopmMa iHhopmoBaHOI 3rogu Ansa yyacTti y
[OCNiKEeHHI AnA BUKOpUCTaHHA B YKpaiHi, Bepcia Ne 3.0 pociiicbkoto MmoBoto Big 01 ntotoro 2021
poky; IHcopmauis ans naudieHTa AocnimkeHHs Ta Popma iHopmoBaHOI 3rogu ANA ydacTi Yy
nepexigHoMy nepioAi gocnifKeHHA ANA BUKOPUCTaHHA B YKpaiHi, Bepcist Ne 3.0 yKkpaiHCbKOIO MOBOIO
Big 01 nmotoro 2021 poky; IHpopmauis ana nauieHTa gocnimxkeHHa Ta Popma iHopmoBaHoi 3rogu Ana
yyacTi y nepexigHOMy nepiogi gocnimxkeHHa AN BUKOPUCTaHHA B YKpaiHi, Bepcis Ne 3.0 pociiicbkoio
MmoBoio Big 01 notoro 2021 poky; OHOBJ/IEHa KOPOTKA XapaKTepucTMKa Ha JliKapCbkuil 3aci6
Carboplatin, po3uuH ans iHdysii, 10 mr/mn, Big 16 yepsHsa 2020 p; OHOBNEHA KOPOTKA XapaKTepucTuka
Ha nikapcbkuii 3acio Keytruda, KOHLEHTpAT AnA po3uunHy ansa iHdysii, 25 mrimn, Big 18 rpyaHsa 2020 p.
[0 NPOTOKONY KMiHIYHOro AoChifKeHHs "baraTtoueHTpoBe, paHAoMi3oBaHe, Bigkpute gocnimkeHHs 1l dasu
NOpPIBHAHHA Tepanii npenapatoM CennepkaTiHio 3 Tepanielo npenapaTtaMmyM Ha OCHOBI NOXiAHWUX NAATUHW B
noefHaHHi 3 nemeTpekceaom B abo 6e3 koMOGiHaLii 3 NnpuinoMoM nNemoposisymaba B AKOCTI nepLloi NiHii
NiKyBaHHSA NOLUMPEHOro YM MeTacTasytouoro HepibHOKIITUHHONO paky fiereHi 3 HasBHICTIO ri6puaHOro reHa
RET", kog pocnimxeHHsa J2G-MC-JZJC, Bepcisa 3 iHkopnoposaHoto nonpaskoto (b) Big 10 yepsHa 2020 poky;
cnoHcop - Eni Ninni eng Komnari, CLWA / Eli Lilly and Company, USA

3anBHuK - «Eni Nlinni Boctok CA», LLBeliyapis

42. 3miHa BignoBiganoHoro gocnigHuka y MMNB: fepxaBHa ycTaHOBa «lHCTUTYT MegUYHOI pagionorii
Ta oHkonorii im. C.M. Mpurop’eBa HauioHanbHOI akagemii MeguUYHUX HayK YKpaiHW», BigAineHHsA
KNiHIYHOT OHKOJOrii Ta remaTonorii, M. XapkiB; BK/1loUeHHs A0AAaTKOBUX MiCLib NPOBEeAEHHS KNiHIYHOro
BUNPOGYBaHHA [0 NPOTOKO/Y K/iHIYHOro BUNPO6YBaHHS «JocnimKkeHHs1 2 dasu iHribiTopy PD-1 JTX-4014 B
SIKOCTi MOHOTepanii Ta 'y kKom6iHauii 3 BonpaTtenimabom, sikuin € aroHictom ICOS, y nauieHTiB 3 MeTacTaTU4HUM
HeAPiGHOKNITUHHUM pakom nereHb (HAPJ1) nicns ogHoro nonepegHbo OTPUMAHOTO PEXUMY NAaTUHOBMICHOT
ximioTepanii, BigibpaHnx 3a 6ioMapkepamuy», ko gocnimpkeHHsa JTX-4014-202, sepcia 1.0 Big 13 ciuHa 2020
poky; cnoHcop - Jounce Therapeutics, Inc., United States of America

3aaBHUK - ToBapncTBo 3 O6MexeHoo BignosigansHicTio «kKoHTpakTHO-AocnigHnubka OpraHisauis IHHodapM-
YkpaiHa»

BYNO CTANO

A.M.H., npod. [Monoscbka T.M.| nikap Myxwuuyk 1.B.

JepxaBHa ycTaHoBa «IHCTUTYT MeAuMyHOT pagionorii | [lepxasHa ycTaHoBa «IHCTUTYT MeANYHOT paaiosorii
Ta oHkonorii im. C.M. Fpurop’eBa HauioHanbHoi | Ta oHkonorii im. C.M. Tpurop’eBa HaujioHanbHOI
akageMii MeauuHUX Hayk YKpaiHu», BigfdineHHs | akagemii MeAnuHux Hayk YKpaiHu», BigdifeHHs

K/MiHIYHOT OHKOJIOTIT Ta remMaTosIorii, M. Xapkis KMIHIYHOT OHKOJIOriT Ta reMartosiorii, M. Xapkis
Ne M.1.6. BignoBigasibHOro AocnigHvkKa
n/n HasBa Micus npoBeAeHHs K/iHIYHOTO BUNPOOYBaHHS

1 3aB. Bif. Opo6Hep I.I.

KomyHanilbHe HekomepujiliHe MignpUeEMCTBO «XMESIbHULbKUIA 00MacHWA MPOTUNYXIMHHWIA LLEHTP»
XMenbHULbKOI 061acHOT paau, BigainieHHs HOBOYTBOPEHb IPYAHOI 3a/103U, LWKIpK, M'SKUX TKaHWH Ta
KICTOK, M. XMe/IbHULbKNI

2 K.M.H., gou. Pucnaesa [.E.

NikyBaNbHO-AjarHOCTUYHMIA LeHTP ToBapucTBa 3 OOMEXeHOW BiAMoBiAasbHICTIO «Megikc-pei
IHTepHewHn Tpyn» JlikapHA i3painbebkol oHkonorii «LISOD», BigaineHHa KAiHIYHUX Ta HayKoBUX
gocnimxeHb, KniBcbka 06/1., O6yxiBCbkUiA p-H, c. [a0Tn

3 nikap CiHenbHikos |.B.

KomyHanbHe nignpueMcTBO «BOMHCHKUI 06NACHUIA MEAMYHWIA LEeHTP OHKONOrii» BOANHCHKOI
06/1acHOI paay, OHKoNoriyHe XiMioTepaneBTUYHE BiA4IIEHHSA, M. JIyLbK
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43. MoAoBXeHHSA TPUBAJIOCTI KNiHIUHOIO gocnipkeHHA B YKpalHi fo 26 ntotoro 2021 poky 40 NpoTOKoy
KMiHIYHOTO AocnimkeHHs «OLuiHKa BigganeHnx pesynbTaTiB i TpMBasIoCTi edhekTy nicns NikyBaHHA PO3CiAHOro
CKiiepo3y KnaapubiHom y chopMi TabneTok: nollykoBe ambicnekTnBHe AOChifpkeHHsA ha3m IV 3a yyacTio
nawieHTiB, AKi paHiwe 6pany yyacTb y KniHiyHuX BunpodysaHHAX CLARITY (CLARITY-EXT) i ORACLE MS»,
koA pocnimkeHH MS700568_0026, sepcis 2.0 Big 03 nunHa 2020 poky (nonpaska 1.0); cnoHcop - Merck
KGaA, Germany

3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeo «AVK'IOBIA PAC YkpaiHa»

44. 3miHa BignNoBiga/IbHOro AOCNigHUKA Y MiCLii NPOBeAEeHHA BMNPOGYBAaHHA [0 NPOTOKOY K/iHIYHOro
JocnimkeHHss  «MixHapogHe, paHAoOMi3oBaHe, nMoABiiHe cnine KiHiuHe pocnimpkeHHs 1l casm 3
BMKOPUCTaAHHAM akTUBHOTO npenapary MopiBHAHHA 4718 OUiHKW 6e3nekun, NepeHoCUMOCTi Ta epekTUBHOCTI
iMineHemy/unnactatuHy/penebakrtamy (MK-7655A) y NOpiBHAHHI 3 ninepayuniHom/Tazobaktamom y naujieHTiB
i3 BHYTPILLUHBbONIKAPHAHOK 6GakTepiasibHOK MHEBMOHIED abo BEHTUNSATOP-acoLiioBaHOl GaKTepiasibHO
NMHEBMOHI€0», Kog pocnimkeHHs MK-7655A-016, 3 iHkoprniopoBaHow nonpaskoto 02 Big 18 BepecHs 2019
poky; crnoHcop - «Mepk LWapn EHg Jloym Kopn.», fgodipHe nignpuemctso «Mepk EHfA Ko., [HK.», CLUA (Merck
Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHMK - TOBApMCTBO 3 06MEXEHOI BiAMOBIfaUIbHICTIO «MC/[], YkpaiHa»

BYnNno

CTA/O

A.M.H., npod. Lkypynii A.A.

KomyHanbHe nignpuemcTBo «lMontaBcbka o6riacHa
KniHiYHa nikapHsa imMeHi M.B. CknichocoBcbkoro
MontaBcbKOi  06GnacHOi  pagu», BigAiNeHHs
aHecTesionorii Ta iHTeHCMBHOI Tepanii, YKpaiHcbka

MeAMyHa CcToMaTo/oriyHa akagemis, kadpegpa
aHecTesionorii 3 iHTEHCMBHOIO Tepanieto,
M. MonTaBa

nikap Xonopg 4. A.

KoMyHanbHe nignpnemctBo «MonTaBcbka o6nacHa
KniHiyHa nikapHs imeHi M.B. CknidocoBcbKoro
MontaBcbKoi  obnacHoi  pagw»,  BigAiNeHHs
aHecTesion10rii Ta IHTEHCMBHOT Tepanii, YKpaiHCbKa

MeAuyHa cTomartosioriyHa akagemisi, kadegpa
aHecTesionorii 3 iHTEHCMBHOHO Tepanieto,
M. MonTaBa

45, MpofoBXeHHA TepMiHy NpoBeAeHHs K/iHIYHOro BUNpoGyBaHHA B YKpaiHi o 31 TpaBHA 2022p.;
3miHa apgpecu CnoHcopa KJ/iHIYHOrO BUMNPOGYBaHHA; 3pasku MapKyBaHHA AOCNiAKYBaHOro
nikapcbKoro 3aco6y Ta nnaue6o, sepcis 3.0 Big 21 xoBTHs 2020 p., yKpaiHCbKOIO MOBOIO; 3MiHA Ha3BU
Micub NpoBeAeHHS K/NiHIYHOro BUMNPOGYBAHHA [0 MNPOTOKO/Y K/HIYHOrO p[ocnimkeHHA «dasa 3b
6araTtoueHTpPoBOro, paHAOMI30BaHOro, NoABIAHO C€AiNoro, niaueb0-KOHTPO/IbOBAHOIO AOCAIMKEHHS LW040
OLiHKM 6e3nekn nikyBaHHA [iMaBaHCEpPUHOM Yy AOPOCANX Ta N0AE NOXWAOro Biky 3 HelponcmxiaTpudHumm
CMMNTOMamMu, NOB'A3aHNMM i3 HElipoLereHepaTMBHUM 3aXBOPIOBAHHAM», KOA, AocnigpkeHHs ACP-103-046, 3
iHKOprnopoBaHOK nonpaBko 6, piHanbHa Bepcia 1.0 Big 23 AunHa 2019 p.; cnoHcop - «AKALIA

®apmacbtoTikan3 IHk.», CLUA (ACADIA Pharmaceuticals Inc., USA)
3asaBHuK - TOB «BOP/IABANL, KNMIHIKA TPAINC YKP»

BYNO CTAIO

«AKALIA dapmacboTiKans IHK.» | «AKagis dapmachioTikans IHK.»
3611 Benni CeHte [paiiB, Oduic 300 [ 12830 Enb KamiHo Pin, Ocic 400
M. CaH-[iero, wrar KanicopHia 92130, CLUA | m. Can-fiero, wrtaT KanicopHia 92130, CLUA
(3611 Valley Centre Drive, Suite 300 (12830 EI Camino Real, Suite 400
San Diego, CA 92130 USA) San Diego, CA 92130 USA)

BYNO CTANIO

4.M.H. Mopo3 C.M. 4.M.H. Mopos C.M.

KomyHanbHui 3aknag «[HinponeTpoBcbka | KomyHanbHe nignpuemcTBO «/JHINponeTpoBCbka

obnacHa KniHiyHa nikapHa M. |.l. MeyHukoBa»,
06/1aCHUIA LEEHTP NCUXOCOMATMYHMX PO3/1aZiB Ha 6asi
NCUXOHEBPO/IOTIYHOIO BigAiNeHHs, M. JHinpo

obnacHa KniHiyHa nikapHa im. LI, MeyHukoBa»
AHinponeTpoBCbKOi 0GM1acHOI pagu, 0651acHUi
LEHTP MCMXOCOMaTUYHUX po3nafiB Ha 6asi
NCUXOHEBPO/IOTIYHOIO BigAiNeHHs, M. IHINpo

3aB. BiggineHHAm bnaxesuy HO.A.

TepuTtopianbHe MeguuHe 06 eAHaHHA
«[Mcuxiatpis» y micti Kuesi, LLeHTp HOBUX meTog,iB
NiKyBaHHA Ta peabéiniTauii NCMXOTUYHUX CTaHIB,
BigaineHHa 29 (uonosiue), BigpineHHa 30
(OKiHoue), M. Kuis

3aB. BiggineHHAM bnaxesuy HO.A.

KomyHanbHe HekomepuiliHe nigNPMEMCTBO
«KniHiuHa nikapHa «[MCUXIATPIS» BUKOHaBYOro
opraHy KwuiBcbkoi MicbKoi pagu (KuiBCbKOi
MiCbKOT gep)aBHOi agMiHicTpauii), LieHTp
NEPBUHHOINO  MCUXOTUYHOIO  enizogy Ta
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CyYyaCHUX MeTofiB liKkyBaHHA, M. K/iB

K.M.H. Yepkes A.M.

KomyHanbHa ycTtaHoBa «3anopisbka 06/1acHa

K.M.H. Yepkes A.M.

KomyHanbHe HekomepuiiiHe nignpMeMcTBO

KniHiYyHa nikapHs» 3anopi3bkoi o6nacHol paaw, | «3anopisbka  o6/acHa  KNiHiYHA — NiKapHS»

BiggineHHa Hesposorii Nel, M. 3anopixoks 3anopi3bkoi 061acHOT paau, BigdiNneHHs HeBPOorii
Nel, M. 3anopixxs

K.M.H. CBiTnnyHa O.B. K.M.H. CBiTnyHa O.B.

KomyHanbHWiA  3aknag OXOpoHM 3a40poB'SA | KomyHanbHe  HekomepuiiiHe  NignpuemMcTBO

«XapKiBCbka oO6/lacHa KniHiYHa ncuxiaTpuyHa
nikapHa Ne3», 1 ncuxiaTpuyHe BiggdineHHa A/
Jopocnux (kiHouye), 4 ncuxiaTpuyHe BiA4iNEHHA ANA
Jopocnux (4onosiye), M. Xapkis

XapkiBCcbKOT 06/1acHOI pagu «O6nacHa KiiHiuHa
ncuxiatpuyHa nikapHa Ne3», 1 ncuxiatpuyHe
BiAAiNEHHS ans popocnux  (kiHoue), 4
ncuxiatpuyHe BiAAINEHHS [0poc/inx
(vyonoBiye), M. Xapkis

ans

reHepasibHuii gupekTop 3inbbeponat .M.
KomyHanbHuiA 3aknag KuiBcbkoi o6nacHoi pagu
«ObnacHe ncuxiaTpU4yHO-HAPKONOriYHE  MeanyHe
06’egHaHHs», 10 BigAiNeHHs 4yooBiye, 2 BiaadiieHHs
XiHoue, KuiBcbka 06nactb, cMmT. [ieBaxa

reHepasibHuiA gupektop 3inbbepbnart .M.
KomyHanbHe HeKkoMepuiliHe MignpueMcTBO
KuiBcbKol o6nacHoi paan «O6nacHe ncuxiatpuyHo-
HapKO/orivHe MeanyHe 06 eAHaHHS», 10
BigAiNeHHs 4onosivye, 2 BIiAA4IIEHHA XXiHOYe,
KuiBcbka 06/1., cMT. [1eBaxa

K.M.H. Xaitos I1.0.

KomyHanbHuiA 3aKnapg, «HinponeTpoBCbKa
MicbKa nikapHAa Neb5» [HiNponeTpoBCLKOI 061acHoT
paguv»,  HeEBPOJIOriYHe  BiAAINIEHHA  NIAHOBOro
NiKyBaHHA 3 TepaneBTUYHUMU NixxKkamu, ToBapucTBo
3 0BMEXEHOI0 BiANOBigabHICTIO
«[JHINPONEeTPOBCLKUA MeLUYHUIA IHCTUTYT
TpagULUiiHOI Ta HEeTPaANLINHOT MeanLnHNY», kadeapa
«BHYTpiWHLOT  MeguuuHn  Nel» (3 Kypcom
HelpoHayk), M. [JHinpo

K.M.H. XaiToB I1.0.

KomyHanbHe nignpuemcTBO
«[JHinponeTpoBCcbKa oO6GnacHa pea6iniTayiiHa
nikapHA» [HinponeTpoBCbLKOI 06n1acHoOi  pagw»,
HEeBpPOJIOriYHe BifAiNEeHHs NIaHOBOro JliKyBaHHA 3
TepaneBTMYHMMM  Nbkkamy,  ToBapucTBO 3
0OMEXEHO  BIAMNOBIJa/IbHICTIO  «[JHINPOBCLKWI
MEeOUYHUIA IHCTUTYT TPaAMLIAHOT Ta HETPaSULAHOT
MeanUMHW», Kadleapa «BHYTPILWHLOT MeanuuHu
Nel» (3 KypcOM HelipoHayk), M. [HINpo

46. YKpaiHa, MK-3475-585, Bepcisa 00 Big 02 ntotoro 2021 p. yKpaiHCbKOK i pPOCIliCbKOKO MOBamu,
AOKYMEHT npo iHhopMoBaHy 3rofy Ha BapiaHTU MPUNMHEHHA y4yacTi Y AOCAiAKeHHI nicna BigMiHN
JocnifmpKyBaHOro npenapaty A0 NPOTOKO/Y KAiHIYHOro BUNpobyBaHHS «PaHgomizoBaHe, noggiiiHe-cnine
KniHiyHe pgocnigpkeHHs Il dpasn neméponizymady (MK-3475) ta ximiotepanii (XP a6o FP) B nopiBHAHHI 3
nnaue6o Ta ximiotepanieto (XP abo FP) B AKOCTi HeOa/'toBaHTHOrO / af'toBaHTHOIO NiKyBaHHA NauieHTIB 3
afileHOKapLUMHOMOK LWYHKY Ta LWIYHKOBO-CTpasBoXxigHoro 3‘egHaHHA (WWC3) (KEYNOTE-585)», kop,
pocnipkeHHs MK-3475-585, 3 iHkopnopoBaHoto nonpaskoto 06 Big 12 rpyaHa 2019; cnoHcop - «Mepk Lapn
EHg Joym Kopn.», godipHe nignpuemctso «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

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

47. OHOBJ/IEHMIA NPOTOKO/N  KMiHIYHOro  BuUNpoGyBaHHA M14-533 3  iHKOpnopoBaHUMMU
AAaMiHicTpatTuBHUMU 3MiHamu 1, 3, 5, 6, 7 i 8 (Tinbkn gna KaHagu) Ta MonpaBkavmun 0.01,1,2,3,4,5T1a6
BiA 31 nunHsa 2020 poky; AagMiHicTpaTuBHa 3miHa 9 BiA 06 )XOBTHs 2020 poKy 10 NPOTOKOJ1Y K/iHIYHOro
BUNpoGyBaHHA M14-533; IHhopMauia ana nauieHTa Ta iHpopmoBaHa 3roa Ha y4acTb Y HayKOBOMY
pocnipkeHHi, Bepcia 8.1 ana YkpaiHu Big 16 notoro 2021 poKy, yKpaiHCbKOIO Ta POCiiCbKOKO MOBaMu;
3MmiHa agpecu 3asiBHUKA K/iHIYHOro BUNpoG6yBaHHA — «EG6BI BiochapmacbloTikans TmM6X», LLBeiiuapis
[0 NpOTOKO/Y KNiHIYHOro pocnimkeHHs «baratoueHTpoBe, TpuBasie nofoBxeHe pocnimkeHHs 1l dasn 3
OL|iHKM 6€e3MeYHOCTi Ta ePEKTUBHOCTI YnagauuTuHioy (ABT-494) y nauieHTiB 3 BUPA3KOBMM KOITOM», KOZ
pocnipkeHHs M14-533, 3 iHkopnopoBaHUMK AAMiHICTpaTUBHUMUY 3MiHamu 1, 3, 5, 6, 7 i 8 (Tinbkn ansa Kanaaw)
Ta MNonpaekamu 0.01, 1, 2, 3, 4 Ta 5 Big 30 kBiTHA 2020 poky; cnoHcop - AbbVie Inc., USA

3anBHuK - «E66BI BiothapmacbtioTikan3 TM6X», LLBeliuapis

BYNO

Henxocwitpacce 23, 6341 m. Baap,
Weeiiyapia (Neuhofstrasse 23, 6341 Baar,
Switzerland)

CTANO

Anbte LTailiHxay3epwTtpacce 14, 6330 Xam,
LWeeiiyapia (Alte Steinhauserstrasse 14, 6330
Cham, Switzerland)
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48. OHOB/EHU NPOTOKOJ KNiHiYHOro BUNpoGyBaHHA M16-067, iHkopnopoBaHuii nonpaBkamu 1, 2 Ta 3
Big 01 xoBTHA 2020 poKy; 3miHa Ha3BU NPOTOKOJY KNiHIYHOro BuUNpoOyBaHHA; IHcopmauia ansa
nauieHTa Ta iHhopmMoBaHa 3roga Ha ydyacTb Y HAyKOBOMY AOCNiIMKEHHi Ta HeOOOB’SI3KOBOMY
JocnimkeHHi, Bepcia 3.0 ana YkpaiHu Big 25 nuctonaga 2020 poKy, YKPaiHCbKOIO Ta POCilicbKOO
moBamu; HoBi 3anutaHHA woaeHHUKa ana M16-067 ta M16-066, Bepcis 1 AnAa YKpaiHU YKpaiHCbKOIO
MoBolo Big, 15 uepBHA 2020 poKy Ta Bepcis 1 gnsa YKpaiHu pocilicbkoio MOBOIO Big 16 uepBHa 2020
poKy; 3miHa agpecu 3asiBHMKa KiHIYHOro BunpoGyBaHHA - «EG66BIi Bbiodapmacblotikans MmoX»,
LBelyapis 0O NPOTOKO/Y KIIHIYHOTO AOCNiMKEHHS «baraTtoueHTpoBe, paH4OMi30BaHe, MoABiiHe criine,
nnaueb0-KOHTPO/IbOBaHE AOCAIMKEHHS IHAYKUINHOT Tepanil Ansi BUBYEHHS eDEKTMBHOCTI Ta 6e3Me4HOCTI
PicaHki3ymaOy y naujieHTIiB 3 BUPa3KoBMM KOJTITOM Bif, cepegHbOBaXKKOI A0 BaXKKOT hOpPMM aKTUBHOCTI, Y SIKUX
OGyna BiACYyTHSA BiAnNoBiAb Ha nNonepeAHio GionorivHy Tepanito», Kog aocnigkeHHsa M16-067, iHkopnopoBaHuii
nonpaskoto 1 Ta 2 Big 14 ntotoro 2018 poky; cnoHcop - AbbVie Inc., USA

3asaBHUK - «<E66BI BioghapmacktoTikans FTM6X», Lseliuapis

edpeKTUBHOCTI Ta 6e3nevHocTi PicaHkisymaoy y
nayieHTiB 3  BMpPasKoBUM  KonitTom  Bij
cepeaHbLOBAXKOT A0 BaXXKOT (hOpMU aKTUBHOCTI,
y IKUX Gyna BifACYTHA BignoBigb Ha nonepeaHio
GiosioriyHy Tepanito»

BYNO CTAJIO

«BaraToLeHTpoBe, paHOoOMizoBaHe, nopABiliHe | «BaraToUeHTpoBe, paHAOMiI30BaHe, MnopBiliHe
cnine, nnaue60-KOHTPO/IbOBaHe [AOC/IMKEHHA | cnine, NAaue60-KOHTPO/bOBaHe [OCANIfKEHHA
iHOYKUiAHOT Tepanii ans BMBYEHHSA | IHAYKUi/iHOT Tepanii ans BUBYEHHA

ed)eKTUBHOCTI Ta 6e3nevyHOCTi picaHKisymaoy y
nauieHTiB 3  BUPaA3KOBMM  KOJIITOM  Bipf
cepefHbLOBAXKOI 4,0 BAXKOT (DOPMU aKTUBHOCTI»

BYNO

CTANO

Heiixodwtpacce 23, 6341 m. Baap, LlBeiiyapis
(Neuhofstrasse 23, 6341 Baar, Switzerland)

AnbTte LTaiHxaysepwTtpacce 14, 6330 Xam,
LWBenyapia (Alte Steinhauserstrasse 14, 6330

Cham, Switzerland)

49. OHOB/IEHWIA MNPOTOKOA  K/iHIYHOro BuUNpo6yBaHHA M16-000 3  iHKOpNoOpoBaHMMM
agmiHicTpatTMBHUMM 3MiHamMu 1, 2, 4 Ta nonpaBkamu 1, 2, 3, 4, 5, 6 Ta 7 Big 29 nunHa 2020 poKy; 3MiHa
Ha3BM NPOTOKOJY KAMiHIYHOro BUNpPoGyBaHHA; IHhopmauia AnAa nauieHTa Ta iHbopmoBaHa 3roga Ha
yyacTb Y HAyKOBOMY AOC/iAKEeHHi Ta HEOGOB’A3KOBOMY AOC/iAKEHHi, Bepcia 6.0 gna YKpaiHu Big 18
rpyaHsa 2020 poKy, YKpaiHCbKOK Ta pocilicbkoio mMoBamMu; 3MiHa agpecu 3asiBHMKaA KJliHIYHOro
BUNpo6yBaHHA — «E66BI BiohapmacbloTikans FTM6X», LLBeiiuapia 40 NpoToOKOAY KAiHIYHOIO A0CAiAKEHHS
«baraTtoueHTpoBe, paHOoOMi30BaHe, NoAgiiiHe cnine, naaueb0-kOHTPO/IbOBaHe 52-TWXKHEBE AOC/iAKEHHS
NigTPMMYOYOI Ta BiAKPUTOI NPOAOBXEHOT Tepanii AN OLiHKM eDEKTUBHOCTI Ta 6e3neyYHOCTi picaHKisymMaoy y
nauieHTiB 3 XBOpo6oto KpoHa, y AKMX BUHMKAA Bi4NOBIAb Ha IHAYKLUiHY Tepanito y gocnigpkeHHsax M16-006 abo
M15-991; abo ski 3aBepwmnu gocnifjxkeHHsa M15-989», kop pocnimpkeHHs M16-000, 3 iHKopnopoBaHUMU
aAMiHicTpaTuBHUMK 3MiHaMu 1, 2, 4 Ta nonpaskamun 1, 2, 3, 4, 5 1a 6 Big 09 kBiTHA 2020 poky; cnoHcop - AbbVie
Inc., USA

3anBHuK - «EB6BI BiothapmachkioTikana TM6X», LLseliapis

BYJNO

«BaraToueHTpoBe, paHAOMi30BaHe, noAgiiiHe

cnine, nnauye6o-KOHTPONbOBaHe 52-TMXHeBe
[OCNipKeHHA NigTPUMYOUOI Ta BigKpPUTOI
NpPoAOBXEHOT Tepanii ans OLiHKKN

e(PeKTMBHOCTI Ta 6€3MNeYHOCTi picaHKi3ymaoy y
nauieHTiB 3 XBOpo6oto KpoHa, y AKMX BUHUKNA
BignoBigb Ha  iHAYKUiliHy Tepanito Yy
pocnipkeHHAax M16-006 a6o M15-991; a6o sKi
3aBepLnnu aocnimxkeHHs M15-989»

CTANO
«BaraTtoueHTpoBe, paHAOMiI3OBaHe, noABiliHe
cnine, nnayebo-KOHTPO/NbOBaHe 52-TMKHEBE

pocnipkeHHA NigTPMMYyKOUYOi  Ta  BigKputoi
NpPoAOBXeHOI Tepanii gNnsa ouiHKN e(heKTUBHOCTI
Ta 6e3neyHOCTi picaHKizymaOy y nauieHTiB 3
XBOpo60oIo KpoHa»

BYNO

CTANNO

Heiixodwtpacce 23, 6341 m. Baap, LUBeliyapis
(Neuhofstrasse 23, 6341 Baar, Switzerland)

AnbTe LTaiiHxaysepwTpacce 14, 6330 Xawm,
LBeiiuapia (Alte Steinhauserstrasse 14, 6330

Cham, Switzerland)

50. OHOBNEHNI NPOTOKOS K/iHIYHOro gocnipkeHHa WP40161, Bepcis 5 Big 20 nuctonaga 2020 p.;
®dopma iHhopmMoBaHOi 3roan AnA YKpaiHu, aHriicbKoo MOBOLO, Bepcia 7.0 Big 30 rpyaHa 2020 p.;
®dopma iHhopmMOBaHOi 3roan pnA YKpaiHu, aHriicbKko mMoBOH, Bepcis 7.0 Big 30 rpygHa 2020 p.,
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nepeknageHo yKkpaiHCbKOK MOBOIO A1A YKpaiHu Big 06 ciuHa 2021 p.; Popma iHhopmoBaHoOi 3rogu Ansa
YKpaiHu, aHrnificbkoo MoBolo, Bepcis 7.0 Big 30 rpygHa 2020 p., nepekniafeHo pocCilicbKolo MOBOIO
Ana YkpaiHum Big, 06 ciuHA 2021 p. [0 NPOTOKO/Y KIIHIYHOrO JocnimpkeHHA «baratoueHTpose,
paHgoMi3oBaHe, MOABiiHEe chnine, naueb0-KOHTPO/IbOBaHe AochifpkeHHA da3n |Ib 3 MeTol BUBYEHHS
6e3neyHocTi, NnepeHoCMMOCTi, ()apMakoKiHETUKKN, nonepeaHbol eqEeKTUBHOCTI Ta dhapmakonHaMiKu
npenapaty RO7049665 npu nifLlKIpHOMY BBE[EHHI yyacHMKaM 3 aKTUBHUM BUPA3KOBMM KOJTTOM>», KO,
pocnipkeHHs WP40161, sepcia 4 Big 29 TpasHa 2019 p.; cnoHcop - ®. XodppmaHH-N1a Pow NTa., [F.
Hoffmann-La Roche Ltd], LUseiuapis

3asnBHUK - TOB «KOBAHC K/TIHIKAN AEBE/IONMEHT YKPAIHA»

51. OHoBneHwuii MpoTokon KniHiuHoro gocnimxkeHHa TAK-788-3001, Bepcis i3 nonpaBkot 5 Big 03
cepnHsa 2020 p., aHrnilicbkoo moBoto; MonpaBka 1 Big 22 uepBHa 2020 p. Ao Bpowypu gocnigHuka
pocnipxysaHoro nikapcbkoro 3saco6y TAK-788 (AP32788) BupaHHa 4 Big 01 kBiTHA 2020 p.,
aHrnificbkoro moBoto; Po3gin ocke gocnigpkyBaHoro nikapcbkoro saco6y TAK-788: 3.2.P.8.1 Pestome
no crabinbHOCTi i BUCHOBKU, Bepcia 3.0, aHrnilicbkoio moBoto; Po3gin [locbe pocnigpKyBaHOro
nikapcbkoro 3aco6y TAK-788: 3.2.P.8.3. [aHi cTtaGinbHOCTi, Bepcia 3.0, aHrnificbkoro MOBOIO;
36inbleHHA TepMiHY NpuaaTHOCTI AocNifKyBaHOro nikapcbkoro sacooy TAK-788 40 mr, npenapar y
Kancynax, cpnakoH mictute 30 kancyn, 3 24 po 30 micauiB; IHpopmauis ana nauieHta i dopma
iHbopMoBaHOi 3rogn ANA YKpaiHW, aHrnificbkoro moBor, Bepcia 5.1.0 Big 26 xoBTHA 2020 p.;
IHcbopmaunia gna nauieHTa i hopma iHhopmoBaHOiI 3rogn onsa YKpaiHu, YKpaiHCbKOKO MOBOIO, BepCis
5.1.0 Big 26 xoBTHA 2020 p.; IHchopmauia gna nauieHTa i hopma iHbopmMoBaHOI 3roau AnA YKpaiHu,
pocilicbkolo MoBoto, Bepcia 5.1.0 Big 26 xoBTHA 2020 p.; IHpopmauisa ana naudieHta Ta dopma
iHcbopMOBaHOI 3rogy Ha NOCNYrn 3 opraHisawii TpaHCNOPTYBaHHA NauieHTiB KomnaHielo NESPAT gnsa
YKpaiHu, aHrnificekoto MoBoto, Bepcia 1.1.0 Big 26 »xoBTHaA 2020 p.; IHchopmauia gna nauieHta Ta
c¢hopma iHcbopmoBaHOI 3roau Ha nocnyrn 3 opradisauil TpaHCNOPTYBaHHA NaLEHTIB KOMMaHi€lo
NESPAT pna YkpaiHu, ykpaiHCbKo MoBoKo, Bepcia 1.1.0 Big 26 »oBTHA 2020 p.; IHbopmauis ans
nauieHTa Ta ¢popma iHhopMOBaHOI 3roAn Ha MOCAYru 3 opraHisauii TpaHCNOPTYBaHHA NaLiEHTIB
komnaHieto NESPAT ansa YkpaiHu, pocilicbkoto MoBoto, Bepcis 1.1.0 Big 26 »xoBTHA 2020 p.; TAK-788-
3001: IHcdbopmauiiiHMiA GloneTeHb A/ NaUiEHTIB Npo rpyny XimioTepanii B pamkax AOCAimKeHHSA
Exclaim-2 Study, Bepcia 1.0 Big 13 nunHa 2020p., ykpaiHCbKo MoBow; TAK-788-3001:
IHhopMauiiHuii GloneTeHb A1A NALUiEHTIB NPO rpyny xiMmiotepanii B paMmkax gocnimpkeHHa Exclaim-2
Study, Bepcis 1.0 Big 13 nunHa 2020p., pocilicbkolo MoBoto; TAK-788-3001: IHhopmauiiiHnii 6loneTeHb
npo rpyny ximiotepanii B gocnimkeHHi, Bepcisa 1.0 Big 13 nunHsa 2020p., ykpaiHCbKOo MoBO10; TAK-788-
3001: IHchopmauiiiHnii GlonieTeHb NMPO rpyny Ximiotepanii B gocnimkeHHi, Bepcia 1.0 Big 13 nunHA
2020p., pociiicbkoo MoBow; TAK-788-3001: [OBigHMK i3 BUKOHaHHSA Bi3UTIB A/ TPynu JlikyBaHHA
npenaparom TAK-788, Bepcia 2.0 Big 21 BepecHsa 2020 p., yKkpaiHCbKo MoBow; TAK-788-3001:
JoBigHWK i3 BUKOHaHHSA Bi3UTIB ANA rpynu nikyBaHHA npenapatom TAK-788, Bepcis 2.0 Big 21 BepecHA
2020 p., pociiicbkoto moBoto; TAK-788-3001: Ornsag npotokony TAK-788-3001 MonpaBka 5, Bepcis 3.0
BiA 21 BepecHs 2020 p., yKpaiHCbKolo MoBolo; TAK-788-3001: J/luct o nikapis WoA[0 HanpaBfeHHs
nauieHTiB, Bepcis 2.0, 16 oBTHA 2020 p., nepeknag yKpaiHCbKOIO MOBOIO Bif, 29 »oBTHA 2020 p.;
TAK-788-3001: J/lucT Big, 21 )xoBTHA 2020 p., WoA0 agMiHICTPATUBHUX MOMW/IOK A0 MPOTOKOY BepcCis i3
nonpaBkoto 5 Big 03 cepnHAa 2020p. [0 MPOTOKO/Y KNIHIYHOIO [OCHiMKeHHA «PaHaomizoBaHe,
GaratoueHTpoBe, BigkpuTe gocnimkeHHsa dasm Il gna ouiHkn edekTmBHOCTI npenapaty TAK-788 B skocTi
Tepanii nepwoi AiHii y MNOpPIBHSIHHI 3 XiMioTepamnield Ha OCHOBI NpenapaTiB NaatuHW Yy NaujieHTIB i3
HeAPIOHOKNITUHHAM pakoM JfiereHi 3 iHcepuiiHuMuM MyTauismm  y 20-My €k30HI reHa peuenTtopa
enigepmasnbHoro daktopa pocty (EGFR)», koa gocnigpxeHHst TAK-788-3001, Bepcis i3 nonpaskoto 03 Big 09
KBiTHA 2020 p.; cnoHcop - MinneHHiym ®apmackioTikans, IHk., CLUA (Millennium Pharmaceuticals, Inc., USA)
3aaBHUK - ToBapncTBo 3 O6MexeHo BignosigansHicTio «kKoHTpakTHO-AocnigHnubka OpraHisauis IHHodapM-
YkpaiHa»

52. OHOBNEHMiT NPOTOKON KNiHiYHOro BunpoGysaHHA D8530C00002, Bepcin 4.0 Big 16 rpyaHa 2020
poky; IHthopMmaLis npo gocnimpxeHHs Ta popma iHthopmoBaHoi 3roau, Moaenb ans YkpaiHu, sepcisi 4.0
BiA 16 ciuHA 2021 poKy (YKpaiHCbKOIO Ta pPOCiiicbKol MmoBamMu); 36iNbLIEHHA KiNbKOCTI NaUi€HTIB, AKi
npuiiMaloTb y4yacTb Y KNiHIYHOMY BMNPOGYBaHHi Ha TepuTopii YKpaiHu, 3 32 go 55 ocié o npotokony
KniHi4Horo BunpobyBaHHs «SERENA-2: PaHgomi3oBaHe, BigkpuTe, y napanesnbHux rpynax, 6araToueHTpoBe
pocnimpkeHHss da3n 2 NopiBHAHHA edhekTMBHOCTI Ta 6e3neyvyHocTi nepopasbHoro npenapaty AZD9833 i
dynBecTpaHTa y XiHOK 3 nowmnpeHnm ER-no3ntBHumM HER2-HeratBHUM pakOM MOJIOYHOI 3a/103U», KOA
pocnipkeHHss D8530C00002, sepcisi 3.0 Big 06 kBiTHA 2020 poky; cnoHcop - AcTpa3eHeka Ab, LBeujs /
AstraZeneca AB, Sweden

3asBHuK - TOB «MAPEKCEJ YkpaiHa»
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53. MopoBXeHHA TepMiHYy NPUAATHOCTI AOCNIMKYBAHOro nikapcbKoro 3acody PeHianb, TaGneTku,
BKpPUTi NJIIBKOBOKO 0060/IOHKOK no 50 mr 3 12-tu go 18-tm micsauiB; 3MmiHa cepii pedepeHTHOro
NikapcbKoro 3aco6y IHcnpa®, Ta6neTku, BKPpUTi NIIBKOBOK 060/10HKOK No 50 mMr; 3miHa MapKyBaHHs
AocnigkyBaHOro jlikapcbKoro 3aco6y PeHianb, TabneTkn, BKPUTI NJ1iBKOBOIO 060/0HKOK no 50 mr
(nepBuHHa ynakoBka) — Big 01.02.2021 p.; 3miHa MapKyBaHHA [OCAIAXYBaHOro NikapcbKoro sacooy
PeHianb, TaGn1eTKN, BKPUTI NJ1IBKOBOK 060/10HKOIO No 50 mr (BTOpMHHA ynakoBka) — Big 01.02.2021 p.;
3MiHa MapkyBaHHA ped)epeHTHOro nikapcbKoro 3acoly IHcnpa®, Ta6éneTtku, BKPUTi MJIIBKOBOIO
060/10HKOIO No 50 mMr (nepBMHHA ynakoBKa) — Big 01.02.2021 p.; 3miHa MapKyBaHHsA pec¢epeHTHOro
NiKapcbKoro 3aco6y IHcnpa® TabneTkn, BKPUTI N1iBKOBOK 0G0/10HKOIO Mo 50 Mr (BTOPMHHA yNaKoBKa)
- Big 01.02.2021 p.; OHOBneHHAa 4vacTuHu Moaynsa 3.2.P.8. «CrtabinbHicTb», pepakuia Ne 2 Big
30.01.2021 p. A0 NPOTOKOAY K/iHIYHOro BUNPoOyBaHHSA «KniHiuHe AoCNigKeHHs 3 OLiIHKM Bi0EKBIBaSIEHTHOCTI
nikapcbknx 3acobis PeHianb, Tabnetkn, BKpUTI NAiBKOBOK 060/10HKOK Mo 50 mr (AT «KuiBmegnpenapats,
YkpaiHa) Ta IHcnpa®, TabneTkn, BKpUTI N1iBKOBOK 060/10HKOK No 50 Mr (PapeBa Ambyas, ®paHuis) 3a yvacTi
340poBUX [06poBONbLIB», ko4 pocnimkeHHs RENIAL, Bepcia 1.2 Big 07.09.2020 p.; cnoHcop - AT
«Kuismegnpenapar», YkpaiHa

3asaBHUK - TOB «APTEPIYM NT/A», YKpaiHa

54. OHOBNEHWin NPOTOKOJ1 K/iHIYHOro BUNpoGyBaHHA, Kog BunpooyBaHHsA: KVZ-FXT, Bepcia 3.0 Big,
12.02.2021 p.; OHoBNeHa lHguBigyanbHa peecTpauiiHa hopma, ko Bunpo6yBaHHA: KVZ-FXT, Bepcis
3.0 Big 12.02.2021 p.; OHoBneHa IHhopmauia gna A0OPOBO/bLUA, WO NPUAMAE yyacTb Y KNiHIYUHOMY
BUNpoOyBaHHi Ta chopma iHchopmoBaHoi 3rogn, KVZ-FXT, Bepcia 4.0 Big 12.02.2021 p. 40 NpOTOKONY
KNiHiYHOro BUNpPOOYyBaHHA «KniHiYHE BMNPOOGYBaHHS 3 OLHKM 6GiOEKBIBa/IEHTHOCTI J/liKapCbKMX 3acobiB
Mopache6, TabneTky, BKPUTI MNIBKOBOK 06OMIOHKOKW, Mo 120 wmr, Bupo6HuuTBa AT «KUIBCbKUNA
BITAMIHHU 3ABO/1», YkpaiHa Ta AaeHypik® 120 Mmr, TabneTku, BKpUTI NiBKOBOK 060/10HKO0, N0 120 Mr,
BMPOGHMLTBA MeHapiHi-®oH XeligeH Mm6X, HiveuunHa B ymoBax O4HOPa30BOro NepopasibHOro npuiiomy
340poBUMU JO6pOBONLUAMUY, KoA dochnipkeHHa KVZ-FXT, sepcia 1.0 Big 03.01.2020 p; crnoHcop - AT
«KUIBCbKNW BITAMIHHN 3ABO/», Ykpaina

3asBHNK - AT «KUIBCbKUIA BITAMIHHUI 3ABO/», YkpaiHa

55. MopgoBXeHHA TepMiHy NMpPUAATHOCTI AOCNiMKyBaHOro nikapcbkoro 3aco6y 3 1,5 go 2,5 pokis;
Opowypa pocnigHuka Bepcia 02 Big 15.02.2021 p.; OHOBJ/IEHEe MapKyBaHHA AOCAiIfKYBaHOro
nikapcbkoro 3aco6y, Bepcia 02 Big 15.02.2021 p. 40 NPOTOKO/MY KAIHIYHOrO AocnimxkeHHs «KniHivyHe
[OCNiMKEHHS 3 BUBUYEHHS NEPEHOCUMOCTI Ta hapMakoKiHETVKM NikapcbKoro 3acoby «C007/I», TabneTkn no 1,
2 1a 5 mr, BupobHuyTtea TAB «IHTEPXIM», YkpaiHa 3 eckaslauieto 03 3a y4acTio 340poBux fo6posonbLUiB (1
haza)», kog pocnigpkeHHs CO007/1, sepcia 02 Big 30.12.2020 p.; cnoHcop - ToBapuCTBO 3 A0AATKOBOM
BignosigansHicTio «IHTEPXIM», Ykpaina

3asBHUK - TOBaApMCTBO 3 [OAATKOBO BiAnosigancHicTio «IHTEPXIM», YkpaiHa
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