JopaTtok

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJIB KMiHIYHUX BUNPOGYBaHb, PO3rAAHYTMX Ha 3acigaHHax HEP Ne04 Big 25.02.2021,
HTP N206 Big 25.02.2021, Ha siKi 6yN11 OTPUMaHi MO3UTUBHI BUCHOBKMN EKCNEpPTIB.»

1. «PaHgowmizoBaHe, nogginHe-cnine, 3 nnauebo Ta akTMBHUM KOHTPOJIEM JliKyBaHHA JOCAimpKeHHsA 2B dasm
edheKkTMBHOCTI Ta 6e3neyHocTi MK-8189 y naujieHTiB 3 roCTpMM €ni3ofgoM LUM30QIPEHIT», Ko, AOCIIKEHHS
MK-8189-008, 3 iHkopriopoBaHoto nonpaBkoto 01 Big 30 yepsHst 2020 poky, cnoHcop - «Mepk LWapn EHg, Joym
Kopn.», goyipHe nignpuemctBo «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

®a3za - IIb

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»

Ne MM.1.6. BignoBiganLHOro gocnigHuKa

n/n Ha3Ba Micug NpoBeAeHHSA K/iHIYHOro BUNPO6GYBaHHS

1. | K.M.H., 3aB. LeHTpy bnaxesuy O.A.

KomyHanbHe HekomepLiliHe nignprvemctBo «KniHiyHa nikapHa «MCUXIATPISA» BUKOHABYOro opraHy
Kuiscbkoi Micbkol paau (KWiBCbKOT MICbKOT AepXaBHOI afMiHicTpayii), LeHTp nepBUHHOro
NCUXOTUYHOTO eni3ofy Ta Cy4acHUX MeTofiB NikyBaHHs, M. KuiB

2. | K.M.H. CepebpeHHikoBa O.A.

KomyHaslbHe HekomepuiiiHe nignpuemMcTBO «BiHHMUbKA o61acHa KiHiYHa MCMXOHEBPOSIOTiyHA
nikapHsa iMm. akag. O.l. HOweHka BiHHMUBKOI obnacHoi Pagu», 3miwaHe (4onoBive Ta XXiHoue)
BigaineHHst Ne2, M. BiHHMUSA

3. | ron. nikap Nanamapuyk N.B.

KoMyHanlbHEe HeKOMepLiiiHe niANPUEMCTBO «XEPCOHCbKWIA 06MacHWA  3aknafg 3 HafaHHS
ncuxiaTpmyHoi 4ONOMOrn» XepCoHCbKOT 061acHOT paaun, YosoBive ncuxiatpuyHe BigdineHHsa Ne3,
XiHo4ye ncuxiaTpmnyHe BigaineHHs NelO, c. CTtenaHiBka, M. XepCcoH

4. | reHepanbHuin gupektop 3inbbepbnat .M.

KomyHasnibHe HekomepuiiHe nignpuemctBo KWiBCbkOi o06nacHoi pagnm «O6racHe ncuxiaTpuyHo-
HapKosoriyHe MeaunyHe 06'eHaHHA», Yonosiye BigdineHHa NelO, xiHodve BigaineHHsa Ne 2, KniBcbka
06/1., BacuibkiBcbkuii p-H, CMT. [1eBaxa

5. | 3aB.Big. Bitebebka T.B.

KomyHanbHe HekomepuiiiHe nianpnemctBo «KuiBcbka MiCbka MCUMXOHEBpOJOridyHa ikapHs No2
BukoHaBuoro opraHy KuiBcbkoi Micbkoi pagy (KWiBCbKOT MICbKOI AepxaBHOT agMiHicTpauii),
NCUXOHEeBPO/IOrivyHe BigaineHHs ang gopocnmnx Nel, m. Knis

6. | anpektop KoceHkosa |.B.

KomyHanbHe HekomepLiliHe nignprveMcTBo «Yepkacbka ob1acHa ncuxiatpuyHa nikapHs Yepkacbkoi
06nacHoi pagu», xiHoue BigaineHHs Nell, yonosive BiggiieHHs Ne 12, Yepkacbka 061., M. CMmina
7. | 4.M.H., npodh. MapyTa H.O.

JepxaBHa ycTtaHoBa «IHCTUTYT HeBponorii, ncuxiatpii Ta Hapkosnorii HAMH Ykpainun», Bigain
norpaHnYyHoi ncuxiaTpii, M. Xapkis

8. | reH. anpekrtop KosasneHko B.B.

KomyHasibHe HekomepujiliHe MignpUEMCTBO XapkiBCbKOi 06nacHoi pagn «O6nacHa KhiHiyHa
ncuxiatpryHa nikapHa Ne3», ncuxiaTpuyHe BigaiieHHs NepBUHHOIO NCUXOTUYHOTO enisofy, M. XapkiB

2. «MixHapogHe, 6araToLEeHTpOBe, paHAoMi30BaHe, NoagiliHe cnine gocnimpkeHHs asm 1y 2 napanenbHUx
rpynax TpmMBasicTio 52 TVKHi 3 METOH NOPIBHAHHA €PEKTUBHOCTI, 6€3MNeKkn Ta NepPeHOCUMOCTI (DikcoBaHMUX 03
noTpiliHOT koMbGiHauii «6eknoMeTasoH AunponioHat, dhopmoTepon diymapar i raikonipoHiii 6pomig» (CHF
5993) i chikcoBaHMxX [03 NOABIMHOI KOMGIHALT «6eknoMeTa3oH gunponioHaT i gpopmoTepon chymapar» (CHF
1535), obuaBi 3 AKMX BBOAATLCA 4epesd iHranaTop pMDI, y nauieHTiB i3 XPOHIYHMM OBCTPYKTUBHUM
3aXBOpPIOBaHHAM siereHb (XO3/M)», kog paocnipkeHHs CLI-05993AA3-06, Bepcida 1.0 Big 21 TpasHA 2020 poky,
crnoHcop - «K’e3i ®apmauesTivi C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis

®a3za - Il

3asBHUK - TOB «KOBAHC KNIHIKAN JEBENOMNMEHT YKPAIHA»

No M.1.B. BignoBigasibHOro gocnigHNKa
n/n Ha3Ba Micus npoBeAeHHS KiHIYHOrO BUNPO6YBaHHS
1 K.M.H. Jlebeab K.M.




KomyHasnibHe  HekoMmepLiiHe  NigNPUEMCTBO  «XEpCOHCbKa  Micbka  K/iHiYHA  MikapHs
iM. €.€. Kapabenelwa» XepCOHCLKOI MICbKOI pagu, Ny/ibMO-TepaneBTUYHE BiA4iIeHHs, M. XePCOH

2 K.M.H. Jo6psiHcbkunia [.B.

MeguyHWii LeHTp ToBapucTBa 3 OOMEXEHOK BiAnoOBifaNbHICTIO «MeguyHa KniHika «bnaromepn»,
NiKyBa/IbHO-AiarHOCTUYHMIA Nigpo3ain, M. Kuis

3 K.M.H. Bnaxko B.I.

KomyHanbHe HekomepLiliHe nianpnemcTBo «Micbka kiHiuHa fikapHsA Nel3» XapKiBCbKOT MiCbKOT pagu,
nyNbMOHOJ0rYHe BigdineHHa Ne2, M. Xapkis

4 | a.m.H, npodh. MocToBuid HO.M.

MpuBaTHe Mase MignPUEMCTBO, MEAUYHUI LEHTP «[ynbec», TepaneBTUUHE BigdineHHs, M. BiHHUUSA

5 O.M.H., npody. OcTpoBCbKMiA M.M.

KomyHanbHe HekomMepLinHe NigNPMEMCTBO «IBaHO-PpaHKIBCbKNA obnacHui
pTM3ioNYyNbMOHOMNOTYHNIA LEHTP |IBaHO-PpaHKIBCbKOT 06M1acHOl paan», BigdineHHs MyfbMOHOOTrI
Ne2, M. IBaHO-®paHKIBCbK

6 3aB. BigaineHHam Casuubka H.l.

KomyHasnibHe HekomepLiiHe NignpuemMcTBO «YepHiriBcbka Micbka nikapHs Ne2» YepHiriBCcbKoi MiCbKOT
paau, TepaneBTUYHE BiAdiNeHHs, M. YepHiris

7 K.M.H. CnenyeHko H.C.

KomyHanbHe HekomepuiiiHe nignpuemcTBo «BiHHMLbKa Micbka KiHiYHa nikapHsa Nol», TepaneBTuyHe
BigAiNneHHs, M. BiHHMUSA

8 O.M.H. AcaHos E.O.

JepxaBHa ycTaHoBa «IHCTUTYT repoHTonorii imeHi [O.®. YeboTapboBa HaLlioHanbHOT akagemii
MeAMUYHUX HayK YKpaiHu», Bia4in  KNiHIYHOT  pisionorii  Ta naTonorii  BHYTPILWHIX OpraHis,
3arasibHoTepaneBTUYHe BiaAiIeHHs, M. K1iB

3. «baratoueHTpoBe, BigKpuTe [LOCNIMKEHHA 3 OLHIE TPYynol A8 OUiHKA [OBroTpuBasiol 6e3neku,
NepeHoOCMMOCTI Ta edIeKTMBHOCTI GpiBapaueTamy B Y4YacCHWKIB AOCAIMKEHHS BIKOM Big 2 A0 26 POKIiB i3
ONTSHO0 abCaHCHOM eninencield abo BEHIIbHOK abCcaHCHOW eninencieto», kog aocnimpkeHHs EP0132, 3
iHKopriopoBaHoto nonpaskoto 1 Big 08 BepecHs 2020 poky, cnoHcop - UCB Biopharma SRL, Belgium

®aza— I/l

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

Ne MN.1.B. BignoBsiganbHOro gocnigHuka
n/ Ha3sa Micus npoBefeHHs K1iHIYHOro BUNPOBGYBaHHA
n

1. | 3asB. Big. XapuToHoB B.I.

KomyHanbHe HekomepuiiiHe nignpnemctBo «KniHiuHa nikapHa «MNCUXIATPIA» BUKOHABYOro opraHy
KuniBcbKoT MicbKoT paam (KUIBCbKOI MICbKOT fiepxaBHOT aaMiHicTpauii), BiaainieHHa Nell, m. Kuis

2. | K.M.H. Kupunuyenko A.Il'.

KomyHasibHe  nignpuemcTBo  «[IHiNponeTpoBCbka o6s1acHa  AUTAYa  KAiHIYHA  NikapHSa»
JHinponeTpoBCbLKOT 06/1aCHOT paan», HEBPOJIOrO-HENPOXIpYpriyHe Bia4iieHHs, M. JHINpo

3. | 3aB. Big. MakegoHcbka |. B.

KomyHasibHe HekoMepLiiiHe nignpruemcTBo «Micbka guTsaya KniHidHa nikapHa NeS5» [IHINpOBCLKOI
MICbKOT paay, HEBPOJIOTiYHe BiAAiNeHHA MOJIOALLOrO BiKYy, M. JHINpo

4. | K.M.H. MapTuHioK B.HO.

[epxaBHuin 3aknag «YKpaiHCbKUA MeAuYHWiA LEeHTp peab6initauil AiTeli 3 OpraHiyHNUM YpaKeHHSM
HepBOBOI cucTeMn MiHicTepcTBa OXOPOHM 340POB’S YKPAiHU», KOHCY/bTaTUBHO-AiarHOCTUYHE
BigAineHHs, M. Kuis

5. | K.M.H. Knpunyenko B.[.

KomyHasibHe HekoMepLUiHe NignpueMcTBO «BiHHMLbKa 06/1acHa KMiHiuHa NCMXOHEBPO/IOriYHA NliKapHS
iM. akag,. O.l. FOuleHka BiHHMLLKOT 061aCHOT paam», AUTaYe HeBponoriyHe BigaineHHs Ned, M. BiHHMLSA
6. | K.M.H. Yomonsk HO.1O.

MegnuHnini LeHTp «[iamen» ToBapucTBa 3 OOMEXEHOW BignoBiAAIBHICTIO «MefuuHuii LeHTp
«fiamen», M. ¥Xxropog

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

JepxaBHa ycTaHOBa «IHCTUTYT HeBponorii, ncuxiatpii Ta Hapkonorii HauioHanbHOT akagemii
MeAUYHUX HayK YKpaiHu», Bigain AMTAYO0T NCUXOHEBPOSIOTil Ta NapOKCU3Ma/IbHUX CTaHIB BigA4ineHHA
dhyHKLiOHaNbHOI HelpOoXipyprii Ta NapoOKCM3Ma/IbHUX CTaHiB, M. XapkiB




4. «KniHiyHe pocnigxeHHs dasn 2b, fke ouiHle edekTMBHICTL Ta 6e3neyHicTb npenapaty TAR-200 vy
KOMOGiHau,ji 3 uetpenimadom, npenapaty TAR-200 y skocTi MOHoTepanii abo npenaparty ueTtpenimab y siKocTi
MOHOTepanii B y4aCHUKIB i3 M'A30BO-HEiHBa3MBHMM pPakoM CEYOBOro Mixypa BUCOKOIO CTYMEHS PU3NKY, LLO He
pearye Ha iHTpaBe3ukasibHe 3acTocyBaHHA 6aunnv KanbmeTa-IepeHa (BLK), ki He BiANoBigaoTh KpUTEpism
NpoBeAEHHA pajukasibHOT  UMCTeKkToMiT abo He 6GaxawTb 11 NpoBOAUTU», KOA4  AOCNILKEHHS
17000139BLC2001, Bepcisa 2.0 Big 25 BepecHa 2020 poky, cnoHcop - Janssen Pharmaceutica NV («fAHcceH
®apmauesTrka HB»), benbris

®a3za - lIb

3aaBHuK - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLIVENTC YKPAIHA» (TOB «®PA YKPATHA»)

Ne M.1.6. BignoBigasibHOro AocnigHvkKa
n/n HasBa Micus npoBeAeHHs KNiHIYHOro BUNPO6YBaHHS
1 A.M.H, npodp. Ctycb B.IM.
KomMyHasibHe nignpuMeMCTBO «/[JHINPONeTpoBCbKa oOb6nacHa KhiHiYHa nikapHa iMm. |.l. MeuHukoBax

JHiNponeTpoBCbLKOI 06/1aCHOI paaun», BigaineHHs yponorii Ne2 (oHKonoriyHe), M. IHinpo

2 ron. nikap IsaweHko N.b.

KomyHanbHe HekomepuiiiHe nignpnemcTBo «KuiBcbka Micbka KiiHiYHa nikapHs Ne3» BMKOHaBYOro
opraHy KuniBcbKoi MicbKoi paay (KUTBCbKOT MICbKOT AepXaBHOI agMiHicTpau,ii), yponoriyHe BiggineHHs,
M. Kni

3 K.M.H. BuHHM4YeHko 1.0.

KomyHasibHe HekomepuiiHe nignpnemctBo CyMcbKoi 06/1acHoi pagu CyMcbkniA 06/1aCHUIA KNIHIYHWIA
OHKOJIOTYHWIA AncnaHcep, AMCnaHCepHe BifAiNIeHHS 3 AEHHUM CTalioHapoM XiMioTepaneBTUYHOro
npodint, Cymcbknii epxxaBHU YHIBEpPCUTET, kadleapa OHKONOriT Ta pagionorii, M. Cymu

4 AuvpexTop MNapamoHos B.B.

KomyHaslbHe HekoMepujiiHe nignprueMcTBO «Yepkacbkuii 061acHWIn  OHKOMOTiYHWI  AMcnaHcep
Uepkacbkoi obnacHoi pagu», ObnacHuii LEHTP KIiHIYHOT OHKOMOTiT (OHKOXiMiOTEpaneBTUYHUIA),
M. Yepkacu

5 nikap Kynsaba A.M.

MeauyHuii LUEeHTp ToBapucTBa 3 OOMEXEHOK BiANOBIAA/BLHICTIO «ACKIENiOH», CTalioHapHWi
nigpo3sain, c. Xogociska, KNeBo-CBATOLUMHCHKUIA p-H, KWiBCbka 06/1.

6 K.M.H. JlInukoscbkuin O.E.

KomMyHaslbHe HekomepLiiiiHe nianprMemcTBo JIbBIBCbKOI 061acHOT paan «/IbBiBCbka 06/1acHa KAiHivHa
niKapHs», yponoriyHe BigaineHHs, M. JIbiB, CMT. Benmknia JTtob6iHb

7 K.M.H., MeA. gupektop bapgakos I'.I".

KomMyHasilbHEe HekoMmepLjiiiHe NiANPUEMCTBO «UepHIriBCbKUiA MegUYHWUI LLEHTP CydYacHO! OHKOOrii»
YepHiriscbkoi 061acHoi paan, abgomiHanbHe BigAiieHHs 3 YPOIOriYHUMUY SIbKkamMu, M. YepHiris

5. «baraToueHTpoBe paHAOMi30BaHe BigKpUTe AOCNiMKeHHA da3nm 3 ONA BMBYEHHA BEHeTOKNakcy Ta
JekcaMeTa3oHy Yy NOPIBHAHHI i3 moManigoMigom Ta JekcameTasoHOM Yy nauieHTiB i3 t(11;14)-no3uTUBHOI
peuMamMBHOIO abo pedpakTepHOD MHOXUHHOIO MIENIOMOI0», KoA, JocnimkeHHa M13-494, sepcia 8.0 Big 30
nvnHa 2020 poky., cnoHcop - AbbVie Inc., USA / E66BI IHk, CLLUA

da3za - Il

3anBHuK - E66BI BiodhapmachkioTikans TM6X, LUBeiuapis

No M.1.B. BignoBiganbHOro gocnigHnKa

n/n HasBa micus npoBeAeHHs KMiHIYHOTro BUNPOGYBaHHS

1 3aB. Bif., K.M.H. KyuykoBa O.10.

KomyHanbHe HekomepujliHe nignpnemMcTBo «O61acHUA LLIEHTP OHKOJIOTii», remMmaTosioriyHe BigaineHHs,
M. XapkiB

2 O.M.H. Macnsk 3.B.

[JepxaBHa yctaHoBa «IHCTUTYT nNaTonorii KpoBi Ta TpaHcy3iinHOT MeanuuHN HauioHasbHOT akagemil
MeAMYHNX HaYK YKpaiHW», BiAAiIeHHS remaTonorii, M. /1bBiB

3 nikap Mununexko I'.B.

KomyHanbHe HekomepuiiHe nignpueMcTBO «Yepkacbkuii 061acHUA  OHKOMOTIYHWUIA - AucnaHcep
YUepkacbkoi ob6nacHoi pagu», O6nacHWii NikyBaslbHO-4iarHOCTUYHUIA FTeMaToorivyHni  LeHTP,

M. Yepkacu

4 3aB. Big. PextmaH I'.B.

KomyHanbHe HekomepLiiHe nignpuEMCTBO «XMeflbHULbKa O6siacHa NikapHa»  XMenbHULbKOT
o6n1acHol pagu, BiaAiNeHHA remMatonorii, M. XMe/IbHULbKWiA

5 3aB. LleHTpoM YceHko I.B.




KomyHanbHe HekomepujiliHe nignpuemMcTBo «Micbka KniHiYHa nikapHA Ned» [JHINPOBCbLKOI MiCbKOT
paam, MiCbKUA reMaToI0riYHNIA LeHTp, M. JHIinpo

6. «lpocnekTBHe, paHAOMi30BaHe, Mauebo-KOHTPONbOBaHe, MOABIHE crine, 6GaraToueHTpoBe,
peecTpauiliHe KniHiYHe pocnigxeHHa ¢asu Il ana nopiBHAHHA Topunanimady (JS001) y noegHaHHi 3
neHBaTvHi6oM Ta nnauebo y noedHaHHI 3 neHBaTWHIGOM Ak Tepanii 1-1 NiHIT nNpy  NOWMPEHii
renatouesntonapHii kapuuHomi (MLUK)», kog gocnigpkenHs JS001-027-11I-HCC, sepcis 1.2 Big 02 BepecHs 2020
poky, cnoHcop - Shanghai Junshi Biosciences Co., Ltd, China

da3za - Il

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

No M.1.B. BignoBiganbHOro gocnigHnka

n/n HasBa micus npoBeAeHHs KMiHIYHOTro BUNPO6YBaHHS

1 nikap CiHenbHikoB 1.B.

KomMyHanbHe nignpueMCTBO «BOMAMHCBKNIA 06MaCHWUA MeAMYHUIA LEHTP OHKOAOri» BOAMHCBKOT
061acHol paan, OHKONOriYHe XiMioTepaneBTUYHE BiagineHHs, M. JIyubK

2 O.M.H., npody. BoHAapeHko |.M.

KomyHanbHe HekomepujiliHe nignpuemMcTBo «Micbka KniHiYHa nikapHA Ned» [HINPOBCbLKOI MiCbKOT
pagn, BigaineHHs ximiotepanii, M. IHiNpo

3 O.M.H., TeH. anpektop Ckopuii [.1.

KomyHanbHe HekomeplLiiHe nignpruemcTBo «O6/1acHWI LLEHTP OHKOJIOTiT», OHKOXIpYprivyHe BiggineHHs
NeydiHKM Ta NigwayHKoBOI 3a1031, M. XapkKiB

4 K.M.H. BuHHM4YeHko 1.0.

KomyHasnibHe HekomepuiiHe nignpnemctBo CyMcbKoi o61acHoi paayu CyMcbkuiA 06/1aCHUIA KNiHIYHWIA
OHKOJIOTIYHMI AucnaHcep, AWcnaHcepHe BiAAiIeHHA 3 AeHHUM cTauioHapoM XiMioTepaneBTUYHOro
npodpisito, CyMcbkuii AepxaBHUiA yHiBepcuTeT, kadpepa OHKosoril Ta pagionorii, M. Cymu

5 K.M.H. Hedbdpa M.1O.

KomyHaslbHe HekoMepujiiHe nignpUeEMCTBO XapKiBCbKol 06s1acHOi paan «O6MacHUA  KAiHIYHWIA
creujaniaoBaHuin - gucnaHcep pagiauiiHoro 3axuMCTy HacCesIeHHSI», XipypriyHe Big4i1IeHHS 3
OHKOIOTIYHUMIW NidKKamMK, M. Xapkis

6 nikap 3y6kos O.0.

[JepxaBHa ycTaHoBa «HauioHanbHWIA IHCTUTYT Xipyprii Ta TpaHcnnaHnTonorii im. O.0. LWanivosa»
HauioHanbHOT akajemii MeinYHUX HayK YKpaiHu, BigaineHHs oHkonorii, M. Kuis

7 nikap Ocunuyk KO.A.

KomyHanbHe HekomepuiiiHe nignpnemcTBo «Oaecbka o6n1acHa KniHivyHa nikapHa» Ofecbkoi 061acHot
paawn», BigaineHHs 3aranbHoi Xipyprii, M. Ogeca

8 nikap rono6opoasko O.0.

KomMyHanbHe HekomepujiliHe MignpueMCTBO «3anopi3bkUil perioHasibHUA NPOTUMYXANHHUIA LEHTP»
3anopisbKol 06/1acHOT paan, OHKoXiMioTepaneBTUYHE BigAINEHHS, M. 3anopiioks

7. «baraTtoueHTpoBe paHAOoMi30BaHe MOABIiHO criine nnaueb0-KoHTpPo/boBaHe BUNPO6yBaHHA hasn 3b B
napanencHUX rpynax 3 noAasiblIol BiAKPUTOK po3wWwMpeHo a3o A8 OUiHKM ehekTUBHOCTI Ta
6e3neyHocTi ABaTtpomb6onary /19 JlikyBaHHA TPOMOOLMTOMEHIT B MaLieHTiB AUTAYOro BiKy 3 iMYHHOIO
TPOMOOLIMTOMNEHIE MPOTAroM 26 MicALiB», kog, gocnimkeHHa AVA-PED-301, sepcisa 1.0 Big 24 yepsHA 2020
poky , cnoHcop - Dova Pharmaceuticals, Inc., CLLUA

®a3za - llib

3asBHnk - TOBAPWUCTBO 3 OBMEXEHOI BIAMOBIJANMBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

No MN.1.6. BignosiganbHOro gocnigHnKa

n/n HasBa micus NpoBeAeHHs KNiHIYHOTO BUNPOBYBaHHS

1. | A.M.H., npodh. AyaHuk B.M.

KomyHanibHe HekomepujiiHe nignpueEMCTBO «BiHHMUbKA 06/1aCHa AuTAYa  K/iHIYHA  NikapHs
BiHHMUBKOT 06nacHOT paan», BiadiNeHHS OHKOremartonorii, BiHHUUbKAA HauiOHaUTbHUIA MeaNYHWIA
yHiBepcuteT iM. M.I. Muporosa, kadeapa negiatpii Ne2, M. BiHHMUS

8. «PRESERVE 1: das3a 3, paHgomi3oBaHe, NoABiliHe criine AOC/iMHKEHHS TPUMALMKIGY Y NOPIBHAHHI 3
nnaue6o y nauieHTiB, ki OTPUMYIOTb Tepanito i3 3actocyBaHHAM FOLFOXIRI/6eBauusymaby ons nikyBaHHs



MeTacTaTUYHOro KOJIOpeKTaslbHOro paky», kog, gocnimxeHHs G1T28-207, sepcia 1.0 Big 12 yepsHa 2020
poky, cnoHcop - G1 Therapeutics, Inc., United States

daza - Il

3asBHYK - MignpueMcTBo 3 100% iHo3eMHol iHBecTULjelo «AVKHOBIA PAC YkpaiHa»

No M.1.6. BignoBigasibHOro AocnigHuka

n/n Ha3Ba Micus npoBeAeHHSA K/iHIYHOro BUNPOGYBaHHS

1 | avpekTop NMapamoHos B.B.

KomyHaslbHe HekomepuiiHe nignpueMCTBO «Yepkacbkuii 06/1aCHUIA  OHKOMOFIYHWIA  AMciaHcep
Uepkacbkoi o6s1acHoi pagu», O6/acHUn LEeHTP KAIHIYHOT OHKOAOTrii (OHKOXiMiOTepaneBTUYHUI),
M. Yepkacu

2 | K.M.H. BuHHMn4yeHko 1.O.

KomyHanbHe HekomepuiiHe nignpmemcTBo CymcbKoi 06/1acHoi paam CyMCbKUin 061aCHWI KNIHIYHWIA
OHKOJIOriYyHMIA AncnaHcep, AucnaHcepHe BigAiNeHHs 3 AEHHMM CTalioHapoM XiMioTepaneBTUYHOro
npodcpinto, CyMCbKuii AepXXaBHUN yHiBepcUTeT, kadoeapa OHKOOrii Ta pagionorii, m. Cymu

3 | meguuHnii anpekTop KonecHik O.I1.

MeanyHWii LeHTP TOBaApPUCTBa 3 0OMEXEHOI0 BiANOBIAANBHICTIO «OHKoNag», AEeHHWUIA cTalioHap, M.
3anopixxs

4 | a.M.H., npoch. BoHaapeHko |.M.

KomyHasnbHe HekomepuiiHe nignpuemcTBo «Micbka KniHiyHa nikapHs Nedx» [OHINPOBCLKOI MiCbKOT
pagu», BigdineHHsa ximioTepanii, [epxaBHuii 3aknag «[HINponeTpoBCbka MeAuyHa akagemis
MiHicTepcTBa OXOPOHW 3/10POB'A YKpaiHu», kKaddeApa OHKOOriT Ta MeMYHOT paaionorii, M. AHinpo

5 | K.M.H. JaueHko O.T.

KomyHanbHe HekomepuiliHe nignpvemctBo «Micbka KiHiYHA nikapHa Ne2 imeHi  npodp.
0.0. WanimoBa» XapKiBCbKOi MiCbKOT pajin, MPOKTO/10rYHe BigAi/IeHHs, M. XapkKiB

6 | 4.M.H., reH. gupextop Ckopuii A.1.

KomyHanbHe HekomepLiiHe nignpuemcTBo «O61aCcHUIA LLEHTP OHKOOFiT», OHKOXipypriYHe BigAineHHs
LL/TYHKOBO-KMLLIKOBOTO TPakTy, M. XapkiB

7 | nikap 3BoHapboBa H.I".

KomyHasnibHe nignpuemcTBO  «[HIMPOBCbKMIA 06MACHWIA  KMIHIYHWIA  OHKOMIOTIYHWIA  gucnaHcep»
JHinponeTpoBCbKOT 06/1aCHOT paain, OHKOXiMioTepaneBTUYHeE BiaaineHHsa, M. IHINpo

9. «PaHpowmi3oBaHe, nogpiliHe cnine, nnaueb0-koOHTPo/ibOBaHe pJocnimkeHHs |l ha3m 3 aganTuBHUM
An3aiiHoM 3 MeTOH0 oLiHkM npenapaTy LY3471851 (NKTR-358) y naui€HTiB i3 akTMBHUM BUPA3KOBUM KOJiTOM
Bif, NOMIPHOro A0 TSHKKOro nepeobiry», kog gocnimkeHHs J1P-MC-KFAH, Bepcia 3 nonpaskoto (@) Big 18
nunctonaga 2020 poky, cnoHcop - Eni Ninni eng Komnani, CLUA / Eli Lilly and Company, USA

Pa3za - Il

3aaBHuK - «Eni Nlinni Boctok CA», LBeiiyapis

Ne M.l.6. BignoBigansLHOro gocnigHuka,

n/n Ha3Ba Micus NpoBeAEeHHSA K/iHIYHOro BUNPO6GYBaHHS

1 K.M.H. 'epacvmeHko O.M.

ToBapuctBo 3 0OMeXeHOW BignosigasnbHicTIO «MeguuHuii  ueHTp «KoHcuniym  Megikan»,
CraljioHapHe BifAi/IeHHs 3 raCTPOeHTEePOsIoriYHNMY nanaramu, M. Kuis

2 nikap Wanosanosa A.1.

MeaunyHWii LEHTP TOBapMCTBa 3 0OMEXEHO BiANOBIAaNbHICTIO «MeanyHuii ueHTp «KniHika cimenHoi
MeAMLMHU», CTalioHapHe BigaiNeHHs, BiaAiN racTpoeHTeposorii, M. [IHIiNpo

3 nikap IsaHiwuH O.B.

JlbBiBCbKa K/iHIYHA NiKapHA Ha 3aUli3HUYHOMY TpaHcnopTi il «LleHTp OXopoHW 340poB'a» AT
«YKpaiHcbKa 3anizHnuga», BigaisieHHsa tepanii Nol, m. JIbBiB

10. «[MopiBHsANbHA OuiHKa edeKTUBHOCTI Ta nepeHocumocTi npenapaTty AUKNO®EHAK, rens 50 wmr/r
BUpoGHMUTBa AT «Jly6HUtapwm» i npenapaty AVK/IAK® F'EJlb, renb 5% BUpo6HMLTBA KOMMaHii «CantoTtac
dapma M6X» y nauieHTiB 3 AedopMylO4MM OCTE0apTPO30M KOMIHHOIO cyrnioba», Ko LOCNILKEHHS
LF - DIC/G -1/20, Ne2 Bif 25.01.2021, cnoHcop - AT «Jly6HUapm», YkpaiHa

MopiBHANbHE KNiHiYHE BUNPOOYBaHHSA

3aaBHUK - AT «JlybHuthapm», YkpaiHa

Ne MM.1.6. BignoBiganLHOro gocnigHuka
n/n Ha3Ba Micug NpoBeAeHHSA K/iHIYHOro BUNPOo6GYyBaHHS




1 O.M.H., npod. ®inineHko B.A.
LY «IHCTUTYT naTonorii xpebTa Ta cyrnobis iMm. npod. M.l. CuteHka HAMH YkpaiHu», BigaineHHs
opToneanyYHol apTposorii Ta eHA0oNPoTE3YBaHHS, M. XapkKiB

11. OHoBneHuii npoTokon 3 nonpaBko Amendment 3, Bepcia 5 Big 05.08.2020 p.; MonpaBka
Addendum 1 Big 06.08.2020 ao Bpowypu gocnigHuka JNJ-67896062 Opsumit (Macitentan), BugaHHs
17, ciueHb 2020; IHcopmauis pna naugieHta Ta Popma iHdopmoBaHoi 3rogu - T[poTokon
67896062CTP3001, Bepcis yKkpalHCLKOIO MOBOIO A/1s1 YKpaiHu Big 22.12.2020, Bepcisa 3.0; IHchopmauia
ANA nauieHTa Ta Popma iHchopmoBaHoi 3rogn — MpoTokon 67896062CTP3001, Bepcia pociiicbkoto
MOBOIO AnA YKpaiHu Big 22.12.2020, Bepcia 3.0; IHdopmauis ana BariTHOI MapTHEPKU yyacHUKa
pocnipkeHHa Ta ®Popma IHhopmoBaHoi 3roau - MpoTtokon 67896062CTP3001, Bepcia yKpaiHCHKOIO
MOBOIO ANA YKpaiHu Big 22.12.2020, Bepcia 1.0; IHdopmauisa gna BariTHOI NapTHEPKU ydacHUKa
pocnipkeHHa tTa ®opma IHhpopmoBaHoi 3roau - MpoTokon 67896062CTP3001, Bepcia pociiicbKolo
MOBOIO Ans YKpaiHu Big 22.12.2020, Bepcia 1.0; KapTka Barm y4dacHuKa A[OCNigKeHHA, Bepcif
YKpaiHCbKOIO MOBOI ANA YKpaiHu Big 06.11.2020, Bepcia 2.0; KapTka Barn y4acHuka [OC/iAKEeHHS,
Bepcis pocilicbkolo MoBOK Ans YKpaiHu Big 06.11.2020, Bepcia 2.0 [0 NpOTOKOMY K/iHIYHOIO
pocnigpkeHHs «lMpocnekTuBHe, paHAoMi30BaHe, NoABiiHe cnine, 6araToueHTpoBe, Nnauebo KOHTPO/IbOBaHeE,
B napasiefibHUX rpynax, afantuBHe KiHiYHe [OCNiAKeHHS 3-1 dhasun 3 BiKpUTUM NPOAOBXEHHAM A/19 OLjiHKM
ehbeKkTMBHOCTI Ta 6e3nNe4YHOCTi MaliTeHTaHy 75 Mr npy Heonepabe bHil abo CTilkili / peLmanBYyLOUili XPOHIYHIi
Tpom60oembonivHili nereHeBili rinepTeHsii», kog focnimkeHHs 67896062CTP3001, 3 nonpaskoto 2 Bepcid 4 Big,
13.07.2020 p.; cnoHcop - «AHCCEH ®APMALIEEBTUKA HB», Benbris

3adaBHUK - «AHCCEH ®APMALIEBTUKA HB», Benbris

12. Bpouwypa gocnigHuka AocnigKyBaHOro slikapcbKoro 3acooy Jlycnarepuyent (ACE-536), Bepcisa 13.0
BiAa 25 BepecHA 2020 p., aHrnilicbkold MOBOK; JOCbE [OCIAKYBAHOIO JNiKaApCbKOro 3aco6y
Nycnarepuent (ACE-536), Bepcin 7.0 Big cepnHsa 2020 p., aHrNilicbKolo MOBOL0; 3a/ly4eHHs [04aTKOBOT
BUPOOGHMYOT AiNsHKU aocnigkyBaHoro nikapcbkoro saco6y Eurofins Biopharma Product Testing Ltd.
Clogherane, Dungarvan, Co. Waterford, Ireland; Bristol-Myers Squibb Company One Squibb Drive,
New Brunswick, NJ 08903-0191, USA; Bristol-Myers Squibb Pharmaceuticals Ltd Reeds Lane Moreton,
Wirral CH46 1QW, United Kingdom; Patheon Italia S.p.A. Viale G.B. Stucchi 110, Monza, 20900, Italy 1o
NPOTOKONY K/iHIYHOrO [OCAIMKEHHA «BigkpuTe, paHAoMi3oBaHe focnimkeHHs ®asu 3 AN MNopiBHAHHA
edhekTnBHOCTI Ta 6e3neyHocTi nNpenapaty nycnatepuent (ACE-536) Ta enoetuHy anba g8 nikyBaHHSA
aHeMil, cnpuynHeHoi mienogmennactTnyHnmm cuHgpoMammn (MAC) 3 gyxe HU3bKUM, HU3bKUM ab0 NPOMDKHUM
piBHEM pn3KKy 3a IPSS-R, y nauieHTiB, siki paHille He oTpUMyBa/In CTUMYIATOPU epuTPonoe3y Ta NoTPebyoTb
nepenvBaHHA epuTpouuTiB», koa AocnigxeHHs ACE-536-MDS-002, nonpaska 2.0 Big 1 cepnHsa 2019 p.;
crnoHcop - Celgene Corporation, USA/ CengxeH KopnopeiwwH, CLUA

3anBHUK - ToBapuncTBO 3 O6MexeHo BianoBiganbHICTIO «KOHTPaKTHO-A0CNiAHULbKA opraHisalis IHHo®apMm-
YkpaiHa»

13. OHoBneHa Bpoluypa gocnigHuka BopTtiokceTuH (Lu AA21004) Bepcia 17 Big 10 nuctonaga 2020 p.,
aHrnincbKo MoBoto; IHhopmauiiiHMii INCTOK NaulieHTa Ta hopma iHhopMoBaHOi 3roau Ans 6aTbKiB,
OCHOBHe AocnipKeHHsA, maiicTep-Bepcis 10.0 Big 23 nuctonaga 2020 p., Bepcis gnsa Ykpainum 5.0 Big 08
rpyaHsa 2020 p., aHrAiliCbKOK, YKPAIHCHLKOK Ta poOCilicbkolo MoBamu; 3pasok MapKyBaHHSA
[ocnipKyBaHOro nikapcbKoro 3aco6y - 10 kancyn BoptiokceTuHy (5 mr, 10 mr, 15 mr un 20 mr) a6o
nnauye6o y Kancynax, Big 04 rpygHa 2020 p. (Pluto ID: CLI_01469848 V1.0) 00 NpOTOKO/Y KAiHIYHOrO
OoCnimKeHHs1 «IHTepBeHLUiHe, paHAOMi30BaHe, NoABiiiHe cnine, nnaue60-KOHTPONIbOBaHE AOCAIMKEHHS 3
aKTVBHUM MpenapaTtom NOPIiBHAHHA (pyOKCEeTUH) Ta (PiKCOBaHOK [030H0 BOPTIOKCETUHY Yy negiaTpuyHmx
nauieHTiB BIKOM Big 7 A0 11 pokiB, XBOPUX Ha BENUKWIA AenpecuBHUA po3nag (BAP)», kof AOCAifXeHHs
12709A, Bepcia 4.0 3 iHkoprnopoBaHoto nonpaskoto 3 Bifg 21 ceprHA 2018 p.; cnoHcop - X. JlyHaoek A/C, OaHisa
3asABHMK - TOB «KniHivHi gocnigpkeHHs AKoH», YkpaiHa

14. OHoBneHi posginn 3.2. P.8.1 Tta 3.2.P.8.3 Jocbe pfocnigXyBaHOro JiiKapCbKOro 3acooy
JNJ-70033093-AAA, Big 04.01.2021 p. 10 NPOTOKOJY KNiHIYHOrO AOCNifKeHHA «PaHaoMi30BaHe, BioKpuTe, 3
3ac/linIeHnM [403yBaHHAM [AOC/igKyBaHOro npenapary, 6araToueHTpPoBe K/IiHIYHE [OCiMKEHHSA AN
BMBYEHHS e(PeKTMBHOCTI Ta 6e3neyHocTi nikyBaHHs JNJ-70033093 (BMS-986177), nepopasibHUM iHTiGITOpom
Xla chakTopy, Yy NOPIBHAHHI 3 NiALWKIPHUM BBEAEHHAM €HOKCanapuHy y NauieHTiB, SKMM NPOBOANTLCS NaHoBa
XipypriyHa onepaLtiisi NOBHOT 3aMiHM KOMIHHOTO cyrnoby», koA aocnimkeHHs 70033093THR2001, 3 nonpaBKoto
Amendment 1 Big 10.09.2019 p.; cnoHcop - « AHCCEH ®APMALIEBTVKA HB», benbris

3aaBHUK - « AHCCEH ®APMALEEBTUKA HB», Benbris



15. OHOBNEHe [0CLE AOCNiAKYBaHOro NikapcbKoro 3aco6y, Bepcia 5.0, ciueHb 2021 poky aHrnilicbKoto
MOBOIO [0 MPOTOKONY KIIHIYHOrO [OC/NIOXEHHS «Bigkpute 6araToueHTpoBe JocnigpkeHHA | dhasu 3
eckanauieto no3n npenapaty CK-301 npu BHYTPILLHLOBEHHOMY BBEEHHI B peXMMi MOHOTepanii nayieHTam i3
3anyLeHnmmn hoopmamu paky», kog, gocnigxkeHHsa CK-301-101, sepcis 3 iHkopriopoBaHoto nornpaskoto Ne 5 Bif
14 cepnHsa 2020 poky; cnoHcop - YeknoliHT Tepan'toTike, IHk., CLUA (Checkpoint Therapeutics, Inc., USA)
3asBHUK - TOBAPUCTBO 3 06MEXEHOI0 BiAnoBigasbHicTio «OCT YKPAIHA»

16. [ocbe HepocnigKyBaHOro JiKapCbKOro 3acob6y ekcTpeHoi meguuuHu Gutron® (MigogpuHy
Figpoxnopupg), Bepcisa 3.0 Big 17 nuctonaga 2020 poKy, aHINMINCbKOKD MOBOIO /10 MPOTOKOJY KAiHIYHOIO
[OCNiMKEHHST «182-TKHEBe, BigKpuTe AOCAIMKEHHA (ha3nm 3 ANA OUiHKM 6e3MneyYHOCTi Ta NepeHOCUMOCTI
npenapaty TD-9855 npu nikyBaHHi CMMATOMATU4YHOI HEWPOreHHOT OpPTOCTATWYHOI rinoTeHsil (cHOI) vy
nauieHTiB i3 NepPBMHHOIO BEreTaTUBHOI HEeAOCTaTHICTIO», KoA AocnigpkeHHA 0171, Bepcia 1.0 3 nonpaskoto 1
Big 16 BepecHA 2019 poky; cnoHcop - Theravance Biopharma Ireland Limited, IpnaHgis

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

17. Npotokon Bepcii 10 Big 26 oBTHA 2020; IHcopmauiiiHMiA NMNCTOK nauieHTa Ta ¢hopma 3rogu
cy6’ekta koropta b Bepcii 10 Big 26 »oBTHs 2020 aHrNificbKOK MOBOIO, YKPAIHCbKUI Ta POCINCbKUIA
nepeknagn; bpouiypa gocnigHuka, Bepcisa 5 Big 24 BepecHs 2020. LLlogeHHUK nawieHTa, Bepcia 1.0 Big
26 xoBTHA 2020 arnificbKolo MOBO0, YKPAiHCbKUIA Ta POCINCbKUiA Nepeknagu Ao NpoTOKOY K/iHIYHOro
pocnimpkeHHs «MoAgiliHe cnine, paHaoMi3oBaHe, Nnauebo-KOHTPOIbOBaHE KAiHiYHEe AochimpKeHHsA dasu lla 3
BMBYEHHSA 6e3nekun Ta iMyHOreHHOCTI TepaneBTUYHOT BakumHauil RUTI® y nauieHTiB 3 My/IbTUPE3UCTEHTHUM
Ty6epKy1b030M NiC/A YCNiLHOT IHTEHCUBHOT thasw JlikyBaHHS», Ko4 focimkeHHsA 2016-000850-36, sepcis 9.0
Big 29 nunHa 2019; cnoHcop - APYIBENT ®APMA, EC.E., IcnaHia

3anBHuK - TOB «KniHikan AkcenepeiiTop», YkpaiHa

18. OHoOBieHMII NPOTOKON KAiHiuHOro pgocnigkeHHsa LFB-FVIIA-009-19, Bepcia 2.0 Big 07 ciuHa 2021
POKY [0 NPOTOKONY KNIHIYHOIO [AocnimkeHHs «®dapmMakokiHeTuyHa oOuiHka pakTopy 3roptaHHAa Vila
(pekoMOGiHaHTHMIA) Yy MauieHTiB 3 BPOMKEHO remodislieto A 3 abo 6e3 iHribiTopie dhaktopa VIl», kog
pocnipkeHHs LFB-FVIIA-009-19, sepcis 1.0 Big 11 uepBHs 2020 poky; cnoHcop - «ENEdbi KOECENR IHK.» [LFB
USA Inc.], CLLA

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

19. OHoBnEeHMIT NPOTOKO KNiHiuHOro pgocnipxeHHsa CT-P39 3.1, Bepcis 2.2 Big 04 nuctonaga 2020
POKY, aHIMiicbKO MOBOIO; IHhOpMaLifiHMIA NNCTOK ANA NauieHTa Ta popma iH(hopmoBaHOI 3roau,
Bepcia V2.1UKR(uk)1.0 Big 24 nuctonaga 2020 poky, nepeknap, YKpaiHCbKOO MOBOIO Bif, 21 rpyaHs
2020 poky; IHcdopmauiiHMii NMCTOK ANns naudieHta Ta dopma iHcopmoBaHOI 3rogu, Bepcif
V2.1UKR(ru)1.0 Big 24 nuctonaga 2020 poKy, nepeknag pociiicbKoto MOBOIO Big 21 rpypHs 2020 poky;
Ctucna xapakrepuctuka npenapaty Xolair, oHoBneHHA 2020 poKy, aHI/1iiCbKOK MOBOIO; BK/1lOUEHHA
[O0[ATKOBOro MicuA NpoBefEeHHA BUNPOGYBaHHA [0 npoTokony «[lloggiiiHe cnine, paHAOMi30BaHe,
KOHTPOJIbOBaHe aKTMBHWM npenapaToM JOCNiKeHHA a3 3 B napanesibHux rpynax Ans MOpiBHAHHSA
edheKkTMBHOCTI Ta 6e3neyHocTi npenapatieB CT-P39 i Kconap y Naui€eHTiB i3 XPOHIYHOK CMOHTaHHO
KPOMUB'AHKOIO, Yy SAKUX 306epiraloTbCA CUMMNTOMW, He3BaXaluum Ha NikyBaHHA HI1-aHTurictamiHHUMK
npenapaTtamm», kog gocnimxkeHHs CT-P39 3.1, sepcia 1.0 Big 24 yepsHa 2020 poky; cnoHcop - CELLTRION,
Inc., Republic of Korea

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

No MN.1.B. BignoBsiganbHOro gocnigHuka

n/n Ha3Ba Micus npoBeAeHHSA K/iHIYHOro BUNPo6yBaHHSA
1 nikap NinteuHeHko b.B.
KomyHasibHe HekomepuiiHe nignpuemMcTBO «KuiBCbka MiCbKa K/iHIYHA LUKIpHO-BEHEPO/IOriYHa
niKkapHs» BUKOHaBYoro opraHy Kuiscbkoi Micbkoi paan (KMiBCbKOT MICbKOT AepXaBHOT aZMiHicTpaLir),
noniknidHika 3 kabiHeTamu cneujanicTis, M. KniB

20. OHoBneHuit MpoTokon KiiHIYHOro BUNpPoGyBaHHA, hiHanbHa Bepcia 4 Big 02 rpygHAa 2020 poky
aHrniicbkoo moBoo. IH(hopmaLiiiHMii NMCTOK nauieHTa i hopma iHthopMoBaHOI 3roau Ans YKpaiHu,
Bepcia 4 Big 04 rpyaHa 2020 poKy YKpailHCbKOKO Ta POCificbkoldo mMoBamu; 3MiHa HasBM Micusa
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npoBefeHHs KNiHiYHOro BUNpo6yBaHHSA; 36iNbLIEHHs KiNbKOCTI NawieHTiB B YKpaiHi 3 250 no 300 ocic
(50 oci6); MpoaoBXeHHsA TPUBANOCTI KNiHIYHOro BUNPoGyBaHHA B YKpaiHi fo 31 rpyaHsa 2022 poky [0
MPOTOKO/TYy KMIHIYHOrO JocnimkeHHs «baraToueHTpoBe, paHOoMi3oBaHe, MoAgiliHe chine, nnaue6o-
KOHTPO/IbOBaHe [ocnifixeHHA dhasn 2b y napanenbHuUx rpynax ans ouiHkM ed)eKTUBHOCTI, 6e3neyHocTi Ta
NepeHoCUMOCTi LeHepumMmoay Y NauieHTiB i3 CUCTEMHMM 4YepBOHMM BoB4Yakom (CUB) Big nomipHoro ao
BMCOKOrO CTyNeHs1 akTUBHOCTI», koA AocnimpkeHHs ID-064A202, dhiHanbHa Bepcisa 3 Big 03 6epesHs 2020 poky;
cnoHcop - Idorsia Pharmaceuticals Ltd /lgopcia ®apmacstoTikans fitg, Lseiuapis

3asBHnk - TOBAPWUCTBO 3 OBMEXEHOI BIAMNOBIJANBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLUVNENTC YKPAIHA» (TOB «®PA YKPATHA»)

BYNO CTANO
O.M.H., npod. ApemeHko O.b. O.M.H., npod. ApemeHko O.b.
KniBcbka Micbka KjiHiYHa nikapHa  Ne3, | KoMyHaslbHe  HeKOMepuiiiHe  MigNPUEMCTBO
peBmatonoriyHe BigaineHHA, HauioHanbHui | «kKuiBcbka Micbka KniHiuHa nikapHa  Ne3»

MeguuHuii yHiBepcutet imeHi O.0. Boromosnbus,
Kachegpa BHYTPilWHbOT meguuuHu Ne3, M. Kui

BUKOHABYOro opraHy KuWiBCbKOI MiCbKOI pagu
(KniBcbKOT MiCbKOI AepXaBHOI agMmiHicTpauii),

KappgionoriuHe BigAineHHsA 3 nanartomo
iHTEHCUMBHOI Tepanii, B T.4. 3 JbKKamu
iHpapKTHOro Ta peBMaToNOriyHOro npodinto,
M. KniB

21. OHoOBNEHUiII NPOTOKO K/iHIYHOro BUNpo6yBaHHA AC-055-314, diiHanbHa Bepcia 7 Big 15 XOBTHA
2020 p.; 36iNblEHHSA KiNIbKOCTI NAaLi€HTIB, AKi NPUAMaATUMYTb y4yacTb Y K/iHIMHOMY AOCAiAKEHHI B
YKpaiHi 3 3 go 6 oci6; 3MiHa Ha3BM KNiHIYHOro BMNPOOYBaHHA; JoAaToK [0 NPOTOKOJY KI/iHIYHOIO
pocnipkeHHa wopo COVID-19 Big 10 cepnHa 2020 poky; IHthopMauiiiHMIA NUCTOK ANA nauieHTa i
thopma iHhopmoBaHoi 3rogu ana YKpaiHu, Bepcia 3 Big 22 rpyaHa 2020 poKy aHriiicbKo MOBOLO;
IHcbopmauiiHuii NMCTOK ana nauieHta i popma iHchopmoBaHoOi 3rogu gnAa YkpaiHu, Bepcia 3 Big 22
rpyaHs 2020 poKy yKpaiHCbKO MOBOWO; IHthopmauiiiHuii nucTok ans nauieHTa i popma iHchopmoBaHoOi
3roau gns YKpainu, Bepcia 3 Bif, 22 rpygHs 2020 pokKy pocilicbKolo MmoBoto; IHchopmauiiiHnii nucTok
ANA BariTHOI NapTHepKn Ta chopma iHpopMoBaHoI 3roau Ansa YkpaiHu, sepcia 1.0 Big 10 rpyaHsa 2020
POKY aHrniicbKoo MOBOHO; IHhopMaLifiHUIA NMCTOK ANA BariTHOI NnapTHepKU Ta hopma iHhopmoBaHOiT
3roau ans Ykpaiuu, sepcis 1.0 Big 10 rpyaHs 2020 poky yKpaiHCbKOIKO MOBOLO; IHchopmauiiiHuii nincTok
ANns BariTHOI napTHepku Ta cpopma iHpopmoBaHOT 3roaun Ana YKpaiHu, sepcis 1.0 Big 10 rpyaHs 2020
POKy pocilicbkolo MOBOIO; KapTKa nauieHTa — ydyacHuKa AOCNiAKEHHA, Bepcifa 2 Bif, 22 oBTHA 2020
POKy aHrniicbkoo MoBoOH0; KapTka nauieHTa — yyacHUKa focnifkKeHHs, Bepcia 2 Big 22 »oBTHA 2020
POKY yKpaiHCbLKOIO MOBOIO; KapTka nauieHTa — yyacHUKa gocnigXeHHs, Bepcis 2 Big 22 oBTHA 2020
POKY pocCilicbKol0 MOBOLO; JTUCT A0 nikapsa 3arasibHOI NPaKTUKK AN1A YKpaiHu, Bepcia 2.0 Big, 20 )KOBTHA
2020 p. Ha ocHOBI MacTtep-Bepcii 2 Big 12 oBTHA 2020 p. aHrnilicbkold MoOBOW; JINCT A0 NiKapA
3ara/ibHOI MPaKTUKN Ana YKpaiHu, Bepcisa 2.0 Big 20 xxoBTHA 2020 p. Ha OCHOBI MacTep-Bepcii 2 Big 12
YXOBTHA 2020 p. yKpaiHCbKOIO MOBOIO; dopMa BigCTeXeHHs npenapary npu Npsamii goctasui NalieHTy
Ana YKpaiHm, Bepcisa 1.0 Big 09 rpyaHa 2020 poKy Ha OCHOBI MaiicTep-Bepcii 1 ocTaTtouHa peAakuis Big
05 »xoBTHA 2020 pPOKy aHrilicbKOK MOBOLO; dPopMa BifiCTEXXEHHA npenapaTty Npyu NpsMii goctaBLi
nauieHTy ansa Ykpaidu, Bepcia 1.0 Big 09 rpyaHa 2020 poky Ha OCHOBI MalicTep-Bepcii 1 octatouHa
pepakuisa Big 05 )xoBTHsA 2020 poKy yKpaiHCbKOIKO MOBOLO; dopMa BiACTEXEHHs npenaparty npv npamii
[ocTaBLUi nauieHTy Ans YkpaiHu, Bepcis 1.0 Big 09 rpyaHa 2020 poky Ha OCHOBi MaiicTep-Bepcii 1
ocTtatoyHa pegakuia Big 05 XoBTHA 2020 poOKy pPOCINCLKOIO MOBOK [0 MNPOTOKO/Y K/IiHIYHOrO
JocnimpkeHHs «baraTtoueHTpoBe, OAHOrpynoBse, BiAKpUTE, AOCNIIKEHHSA 3 OLIHKM [LOBrOCTPOKOBOI 6e3neku
npenapaty MauuTeHTaH Yy naLieHTIB 3 JlereHeBOK apTepiasibHOK rinepTeH3ielo, SAKi paHile nikysanucsa
npenapaTom MauuTeHTaH B KAiHIYHMUX AOCNIMKEHHAX», Ko AocnimkeHHs AC-055-314, doiHasibHa Bepcisi 6 Bif
17 nunHsa 2020 p.; cnoHcop - AkTenioH ®apmachktoTikasic /114, [Actelion Pharmaceuticals Ltd], LUBeiiyapis
3asBHUK - TOB «KOBAHC KNIHIKA JEBENOMNMEHT YKPAIHA»

BYNo

CTANO

BaratoueHTpose, ofHorpynose, BigkpwuTE,
OOCMNIMKEHHST 3 OLHKM A0BroCTPOKOBOI 6Ge3neku
npenapaTty MauuMTeHTaH Yy NaujieHTiB 3 /IereHeBo
apTtepianbHOI  rinepTeHsieln, SAki  paHiwe
nikyBanucsa npenapatom MauuTeHTaH B KAiHIYHUX
pocnipxeHHax (UMBRELLA)

BaratoueHTpoBe, opfHorpymnose, BigKpwuTE,
OOCNIMKEHHST 3 OLHKM [0BrOCTPOKOBOI 6e3neku
npenapaty MauuMTeHTaH Yy NaujieHTIB 3 /IereHeBOKD
rinepTeHsieto, siki paHilwe nikyBanncsa npenaparom
MaunteHTaH B KNiHIYHNX [OCNIMKEHHSIX
(UMBRELLA)




22, 3any4yeHHsA gofaTKOBUX Micub NPOBeAEHHA KMiHIYHOro BUNpoGyBaHHA; 36iNblEeHHsA KiNbKOCTi
nayieHTiB, fiKi NpuUiAMaTUMYTb yuyacTb Y K/iHiYHOMY AochifKeHHi B YKpaiHi 3 218 po 282 ocib;
CkpiHwoTn - TecT ouiHku XO3/1 (COPD Assessment Test (CAT)) ykpaiHCbKOIO MOBOIO; CKpIiHLIOTH -
OuiHoBanbHUii Tect XO3J/1 (COPD Assessment Test (CAT)) pociiicbkoio MOBOW; CKpiHWOTK —
LoaeHHa ouiHKa CMMNTOMIB YKpaiHCbKO MOBOW; CkpiHwoTn - LWoaeHHa oOuiHKa cCUMNTOMIB
pociiicbkolo MoBOM; CKpiHwoTn — EXACT LoaeHHUK yKpaiHCbKOK MOBOM; CKpiHwoTn — EXACT
LLlogeHHUK pocCiiicbkolo MOBOI; CKpiHWOTN — 3anuTaHHA MPO NiKapCbKi npenaparu yKpaiHCbKOK
MOBOI0; CKpiHWOTM - 3anuTaHHA NpO JiiKapCbki npenapatyn PoOCiliCbKO MOBOI; CKpiHWOTU —
MoaudikoBaHa wkKana Pagu 3 meguuHuX AocnifjkeHb ANA OLiHKU 3a4MLIKU YKPAIHCbLKOK MOBOIO;
CkpiHwoTn — MogudikoBaHa Wwkana Pagn 3 meguuHUX gocnigpxeHb ANA OLiHKW 3a4ULLIKA POCINCBLKOIO
MOBOI0; CKpiHWOTN — OnuTyBasibHUK Mocnitanto C.. Feopris gns ouiHkM npo6nem 3 guxaHHAM (SGRQ)
YKpaiHCbKOI0 MOBOIO; CKpiHWOTU — AHKeTa locnitanto CB. MNeopria gnA ouiHKN AMXanbHOT (PYHKLT
(SGRQ) pociiicbkolo MoBOLo; MOCiGHUK KopucTyBada Asa yyacHuka pgocnigxeHHs (Medidata), Bepcis
1.0 29 BepecHs 2020 poKy yKpaiHCbKOI MOBOIO; MOCIGHUK KOpUCTyBayva ANSA yYacHUKa [OCNiKEeHHSs
(Medidata), Bepcia 1.0 29 BepecHa 2020 poOKy PpOCIACbKOKO MOBOK [0 MPOTOKOMY KAiHIYHOro
BMNpobyBaHHA «MikHapoaHe, 6araToLeHTpoBe, paHAoMi30BaHe, NoABiiHe cnine AocnigxeHHsa dasu Il y 2
napanenbHuUX rpynax TpuBasicTio 52 TWXHI 3 METOH MOPIBHAHHA ePeKTUBHOCTI, 6e3neKkn Ta NepeHoCUMOCTi
dhikcoBaHMX [03 NOTPIHOI KOMGIHALji «6eknomMeTa3oH AunponioHaT, opMoTepon chymapaT i rAiKonipoHii
6pomig» (CHF 5993) i dhikcoBaHMX [03 MOABINHOI KOMGIHAL «6EKIOMETa30H AMNpPOoMioHaT i oopmMoTepon
hymapar» (CHF 1535), obugsi 3 sknx BBOAATLCA 4epe3 iHranatop pMDI, y nauieHTiB i3 XPOHIYHUM
OGCTPYKTUBHMUM 3axXBOpPHOBaHHAM fiereHb (XO3/1)», ko aocnigxkeHHs CLI-05993AA3-06, Bepcis 1.0 Big 21
TpasHsA 2020 poky; cnoHcop - «K'esi dapmauesTivi C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis

TOB «KOBAHC KNIHIKAN JEBENOMNMEHT YKPAIHA»

Ne M.1.6. BignoBigasbHOro AocnigHMKa

n/n HasBa micus NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS
1 O.M.H., npod. AwwuHa /1.0.
[JepxaBHa ycTaHoBa «HauioHanbHWA IHCTUTYT dTusiaTpii i nynbmoHonorii im. ®.I. fAHOBCbKOro
HaujoHanbHOT akageMii MeguyHuUX HayK YKpaiHu», BiALIIEHHA OjarHOCTMKW, Tepanii Ta KIiHIYHOI
hapmakonorii 3axBoproBaHb fiereHb, M. Kuis
2 K.M.H. Kypuk J1.M.
[JepxaBHa ycTaHoBa «HauioHanbHWA IHCTUTYT dTusiaTpii i nynbmoHonorii iM. ®.I. fAHOBCbKOro
HauioHanbHOT akageMil MeAnYHUX HayK YKpaiHu», BiaineHHA 6pOHX006CTPYKTUBHUX 3aXBOPIOBaHb
nereHb, M. Knis
3 K.M.H. MpumyLiko H.A.
[epxaBHa ycTaHoBa «HauioHa/lbHUIA IHCTUTYT ITU3IaTpIi i nysibMOHOIOrIT iM. ®.[. AHOBCbKOro
HauioHanbHOT akageMmii MeIMYHUX HayK YKpaiHu», BiAAIIEHHA NynbMOHoNorii, M. KuiB

23. BK/1lOYEHHA A0AATKOBOro Micus NPOBEAEHHSA K/1iHIYHOro BMNPOGYBaHHA [0 MPOTOKO/Y KAIHIYHOTO
JocnimpkeHHs1 «baraTtoueHTpoBe, 3 OOHMM pPYKaBOM JliKyBaHHSl, BiAKpUTE, [OBroTpmBasie KAiHiYHE
OOCiMKEHHsT cnocTepeXxeHHs1 6e3neyHocTi Cenekcinary y yyacHuKIiB, Siki 6pasim yyacTb y nonepegHboMy
KniHivHOMY AocnigkeHHi Cenekcinary», ko gocnimkeHHs 67896049PUH3001, sepcis 1.0 Big 04.03.2020 p.;
cnoHcop - « AHCCEH ®APMALIEBTVKA HB», benbris
3asBHuK - «AHCCEH ®APMALEBTVKA HB», benbris

Ne MN.1.B. BignoBsiganbHOro gocnigHuka

n/n Ha3ga Micus npoBeAeHHA K/iHIYHOro BUNPo6yBaHHSA

1. K.M.H. Bacunbea J1.1.

KomyHanbHe nignpuemcTBo «/[JHINPONeTPOBCbKMA 06MacHUA KAIHIYHWI UeHTp kapgionorii Ta
Kapaioxipyprii» [JHINpoONeTpoBCLKOI 06/1acHOT paan», BigaiNeHHs kapgionorii, [epxaBHuii 3aknag
«[JHinponeTpoBCcbka MeAunyHa akafdeMis MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu», kKadegpa
BHYTPILLUHBbOT MeanLMHKN 3, M. IHINpo

24. NMopoBXeHHA TPMBANOCTI KNiHIYHOrO BUNPOOGYBaHHA B CBIiTi Ta YKpaiHi go 18 nunHa 2025 ao
NPOTOKONY KNiHIYHOrO AOCAiMKEHHST «PaHaoMi30BaHe, BigKpUTe KAiHidHe gocnimkeHHs Il dha3m nopiBHSHHSA
nemoponisymady Ta OpeHTyKCumady BeAOTMHY Y NaLUieHTIB 3 peuuanByovold abo pPes3ncTEHTHOK A0
NiKyBaHHSA KNacu4Hoo NiMhomoto XomkkiHa», Ko aocnifxeHHs MK-3475-204, 3 iHKOpnopoBaHO NonpaBKoo
05 Big 18 nmoToro 2020 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», govipHe nignpnemctso «Mepk EHZ
Ko., IHK.» (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.), CLLA

3asBHUK - TOBapMCTBO 3 06MEXEHO0 BiAnoBigasbHicTIo «MC/L YkpaiHa»



25. BK/1lOYEHHSA1 A0AATKOBOro Micusi NpoBeAeHHsA K/iHIYHOro BMNPOOYBaHHA [0 NPOTOKO/Y KIiHIYHOrO
pocnigxeHHsa «baraToueHTpoBe, paHAOMi30BaHe, NoABiliHe c/ine, nnauebo KOHTPO/IboBaHe, B NapanesibHuX
rpynax KniHiyHe [OC/iXeHHSA rycenbKymady Yy nauieHTiB 3 aKTMBHMM BOBYaKOBUM HedpUTOM», KOZ
pocnipkeHHs CNTO1959LUN2001, 3 [Monpaskoto 1 Big 07.05.2020 p.; cnoHcop - «HAHCCEH
OAPMALIEBTUKA HB>», Benbris

3adaBHUK - «AHCCEH ®APMALIEBTUKA HB», Benbris

Ne n/n MN.1.6. BignosiganbHOro gocnigHnka
HasBa micus NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1 K.M.H. Tpuninka C.A.
KoMyHasibHE HekomepujiiiHe niANPUEMCTBO XapkiBCbkOi o06nacHoi pagnm «O6nacHa KiiHiyHa
NiKapHsi», KOHCY/IbTaTVBHA NOAIKNIHIKa, M. XapkiB

26. 3anyyeHHA [0[ATKOBUMX MiCUb NPoBefieHHA KMIHIYHOro BUNPOOYBaHHA [0 NPOTOKO/Y K/iHIYHOro
pocnipkeHHa «LICA dpaktopy XI Ana 3HWKEHHA TPOMOOTUUYHMX ABULL, Y MALIEHTIB i3 TEPMIHa/IbHOIO CTafieto
XPOHIYHOI XBOPOOGM HMPOK Ha Aianisi: ¢asa 2, paHAoMi3oBaHe, NoAgiiHe cnine, nnaue60-KOHTPONbOBaHe
pocnimpkeHHa 6e3nekn, dapMakokiHeTVKn Ta dapMakognHaMikKu MHOXWHHMX 003 BAY 2976217.», Kof
pocnigpxeHHs BAY2976217/21170, sepcis 1.0 Big 09 6epesHsa 2020; cnoHcop - baliep Al', HimeuunHa
3anBHUK - TOB «baiiep», YkpaiHa

No M.1.b. BignoBiganbHOro gocnigHnkKa

n/n HasBa Micus npoBefeHHS KIHIYHOTO BUMPO6YBaHHS

1. | 3aB. ueHtpy binuk C.A.

KomyHasibHe HekomepuiiiHe nignpnemcTBo KniBCbKOi o6nacHoi pagn «KuiBcbka obnacHa KniHidHa
NiKapHs», LEeHTP Hedhpoorii Ta remogianiay, M. Knis

2. | nikap TkaueHko |.A.

MeaunyHWii LeHTp ToBapucTBa 3 06MeXeEHOI0 BiANOBIfaUILHICTIO «Ppe3eHiyc Meaukan Kep YkpaiHa»
y M. YepHiris, MEANYHNIA LLEHTP, M. YepHiriB

3. | A.M.H., npod). MapTuHtok J1.1M.

KoMyHaslbHEe  HekomepuiiHe  NigNPUEMCTBO  «TepHOoNifIbCbKa  YHIBEPCUTETCbKa  fliKapHS»
TepHoniNbCbKOi 061acHOT paau, BiadineHHs remogianisy, TepHONiNbCbKNIA HalioHaNbHUIA Me ANYHWIA
yHiBepcuteT iMmeHi |.A. FopbaveBcbkoro MiHiCTEpCTBa OXOpPOHM 340pPOB'A YKpaiHu, kadegpa
BHYTPILWHLOI MeanunHY Ne3, M. TepHonisb

27. 3any4yeHHs [0[ATKOBMX MiCLb NPOBeAEHHA KNiHIYHOro BUMNPOOYBaHHA; ONuTyBanbHUK «QLQ-
NMIBC24» (EORTC QLQ-NMIBC24), ykpaiHCbKOKO MOBOK [0 MNPOTOKONY K/iHIYHOTO BUMNPOGYBaHHSA
«KniHiuHe gocnimkeHHs dpasn 2b, ke ouiHoe epeKTUBHICTL Ta 6e3neyHicTb npenapaty TAR-200 y koMm6iHaLiT
3 ueTpenimabowm, npenapaty TAR-200 y sskocTi MOHOTepanii abo npenaparty ueTpenimab y AKoCTi MOHOTepanii
B YYaCHMKIB i3 M’I30BO-HEiHBa3VIBHUM pakOM CE4YOBOro Mixypa BMCOKOIO CTYMNeHs pU3uky, LLO He pearye Ha
iHTpaBe3ukanbHe 3acTocyBaHHs Gauwnm KanbmeTa-FepeHa (BLPK), siki He BignoBigalTb KpUTeEpPISM
NpOBeAEHHSA paguMkasibHOI  UMCTEKTOMIT abo He 6GaxawTb 11 NpoBOAUTU», KOA  AOCNIKEHHS
17000139BLC2001, Bepcisa 2.0 Big 25 BepecHs 2020 poky; cnoHcop - Janssen Pharmaceutica NV («fAHcceH
PapmaueBTrka HB»), benbris

TOBAPNCTBO 3 OBMEXXEHOHR BIAMOBIAANTBHICTIO «®APMACbBIOTIKAJT PICEPY ACCOYLWWENTC
YKPAIHA» (TOB «®PA YKPAIHA»)

No M.1.B. BignoBigasibHOro gocnigHnKa
n/n Ha3Ba Micus npoBeAeHHS K/iHIYHOrO BUNPOOYBaHHS

1 nikap Xogoc B.M.
KomyHanbHe HekomepLiiHe nianpruemcTBo «Micbka KniHidHa nikapHst Ne 10» Ogecbkoi MICbKOi paau,
BigaineHHs yponorii Nel, m. Ofeca

2 O.M.H., npod. Cakasno B.C.

KomyHanibHe HekomepujiliHe nignpueMcTBO «KUTBCbKUIA MICBKUIA  KNIHIYHWIA OHKOMOTIYHWUIA LeHTP»
BMKOHaBYOro opraHy KuiBcbkoi Micbkoi pagmn (KUIBCbKOT MICbKOT AepXxaBHOI agmiHicTpaLii), yponoridyHe
BigdiNeHHs, [lepxaBHa yctaHoBa «IHCTUTYT yponorii HauioHanibHOT akagemii MeanyHnX Hayk YKpaiHm»,
BifAi/1 OHKoyponorii, M. KuiB

3 A.M.H., npod. N'onosko C.B.

10



HauioHanbHWi1 BINCbKOBO-MEANYHWIA KNIHIYHUIA LUEHTP «[0NOBHUIA BIiCbKOBWIA KNiHIYHWIA rocniTasnb»,
KNiHika yponorii, BigaineHHs yponorii, M. Kuis

28. OHOBNEHUiT NPOTOKOJ1 KNiHiYHOro gocnimxeHHs 19-OBE2109-006, Bepcis 2.0 Big 25 cepnHs 2020 p.;
36iNblUEHHSA KiIbKOCTI NaLUieHTIB, AKi NPUAMaTUMYTb y4YacTb Y K/1iHIUHOMY fOCAiMKeHHi B YKpaiHi 3 114
[0 162 oci6. OHOB/eHe AOCbE AOC/iMKYBaHOro JlikapcbKkoro 3acoby Linzagolix (TabneTkun BKpUTi
NNiBKOBOI 060/10HKO0) no 75 mr, 200 Mr Ta nnaue60, Bepcia 17.0 Big TpaBHsA 2020 poKy; 3a/ly4yeHHs
[,04aTKOBOI BUPOGHMYUOI AiNAHKN AN npenapartis Tepanii npukputTA - Ectpagion (E2)/[HopeTtucrepoHy
auetat (NETA), kancynu no 1 mr ectpagiony/0.5 mr HopeTucTepoHy auetarty ta NMnaue6o ao Ectpagion
(E2)/HopetuctepoHy auetatr (NETA), kancynu - Manufacturing Packaging Farmaca (MPF) B.V.,
Higepnangu; IHopmaunia gna nadieHta i ®opma iHoOpMoOBaHOI 3roau AnA YKpaiHWU, aHr1iiCbKoOo
MoBolto, Bepcifa 2.0 Big 03 xoBTHA 2020 p.; IHchopmauia gnsa nadieHTa | Popma iHhopmMmoBaHOi 3roamu
ANA YKpaiHu, aHrniicbKo MoBolo, Bepcia 2.0 Big 03 oBTHA 2020 p., nepeknageHo Ha yKpaiHCbKY
MOBY ANA YKpaiHu Bifg 21 )xoBTHA 2020 p.; IHchopMmauisa ansa nauieHTa i @opma iHhopMoBaHoOi 3rogu Ans
YKpaiHu, aHrniicbkoro MoBoo, Bepcis 2.0 Big 03 xxoBTHA 2020 p., nepek/1ageHo Ha poCiiiCbKy MOBY A/
YkpaiHu Big 21 xoBTHA 2020 p.; LLkana ouiHku TsHKKOCTI cyiunay KonymGiiicbkoro yHiBepcutety (C-
SSRS) cy6’ekTu, BXe BKJ/IIOUYEHi Yy AOC/iMKeHHA, Bepcia Big 14 ciuHa 2009 poky (Bepcisa 1 Big 23
BepecHsa 2020 p.) yKpaiHCbKOlO MoOBOLO; Llkana ouiHKM TSXKOCTI cyiumpay KonymGilicbkoro
yHiBepcuteTy (C-SSRS) cy06’ekTn, BXe BK/IIOUEHi Yy gocnigkeHHA, Bepcia Big 14 ciuHa 2009 poky
(Bepcia 1 Big 23 BepecHa 2020 p.) pociiicbkolo MoOBOLO; Llkana OuiHKM TSXKKOCTI cyiuugy
KonymGiiicbkoro yHiBepcuteTty (C-SSRS) 3 MOMEHTY OCTaHHbLOTIO Bi3uTy, Bepcis 14 ciuHa 2009 poky
(Bepcia 1 Big 25 BepecHsa 2020 p.) ykpaiHCbKO MOBOWO; LUKana OLUiHKM TSXKOCTI cyiuuay
Konymoilicbkoro yHiBepcutety (C-SSRS) 3 MOMEHTY OCTaHHbLOrO Bi3nUTy, Bepcia 14 ciuHa 2009 poky
(Bepcia 1 Big 24 BepecHA 2020 p.) poOCiIiiCbKOIO MOBOLO; CKPIHLWOTN €NeKTPOHHOro LWoAeHHMKa
nauieHTa, Bepcia 1 Big 12 cepnHAa 2020 poKy aHrNificbKod MOBOK; CKpPIiHLIOTU €/IeKTPOHHOro
woAeHHUKa nauieHTa, Bepcia 1 Big 03 nuctonaga 2020 poKy YKpaiHCbKOK MOBOKD; CKPiHLIOTU
€/IeKTPOHHOrOo LWoAeHHUKa nauieHTa, Bepcia 1 Big 04 nuctonaga 2020 poKy poCiiCbKOO MOBOIO;
MociGHMK 3 BUKOpUCTaHHA Balloro efieKTPOHHOrO LWOAEHHUKA B MeXax AocnifpKeHHs, Bepcisa 1 Big 14
cepnHs 2020 poky aHrilicbKolo MOBOIO; MOCIGHUK 3 BUKOPUCTaHHA Ballioro efleKTPOHHOTO WoAeHHMKa
B MeXax AocnimkxeHHsi, Bepcia 1 Big 16 nuctonapga 2020 poky YKpalHCbKOKO MOBOIO; MOCIOHUK 3
BMKOpPUCTaHHA Balioro enekKTpoHHOrO WoOAeHHNKa B MeXax gocnimKeHHs, Bepcisa 1 Big 16 nuctonaga
2020 poKy pocilicbkolo MOBOI; MapkyBaHHS €NeKTPOHHOro LWoAeHHUKAa ANA [OCHiAKeHHA 19-
OBE2109-006, Bepcisa 1 Big 06 cepnHA 2020 poKy aHrnificbKoo MoBOK; MapKyBaHHA €/1EKTPOHHOro
WoAeHHUKa AnAa gocnimkeHHs 19-OBE2109-006, Bepcisa 1 Big 07 cepnHa 2020 poKy YKpaiHCbKOIO
MOBOI0; MapKyBaHHS e/IeKTPOHHOIO LWoAeHHUKa ana gocnigpxkeHHa 19-OBE2109-006, Bepcisa 2 Big 04
nuctonaga 2020 poKy poOCIiiCbKOK MOBOK A0 MPOTOKOMY KiHIYHOrO gochimkeHHs «[MoggiiHe chnine,
paHAoMi30BaHe NOAOBXEHE AOCNIAKEHHS A5 OLIHKM AOBrOCTPOKOBOI eheKTUBHOCTI i 6e3neyHocTi npenaparty
niH3aronikc y nauieHTok 3 6051eM, NOB'A3aHMM 3 eHOOMETPIo30M», Kog AocnimkeHHs 19-OBE2109-006,
Bepcis 1.0 Big 11 xoBTHA 2019 p.; cnoHcop - O6¢cEBa CA (ObsEva S.A.), LBeliyapis

3asBHIK - TOB «KOBAHC KNIHIKAN AEBE/IONMEHT YKPAIHA»

29. 3miHa Micub npoBeAeHHs1 KNiHIYHOro BUNPOOYBaHHA; 3MiHA 3an/aHOBaHOI KiJIbKOCTI
[ocnipkyBaHuUX A1 BK/IIOUYEHHA Y K/iHIYHe BUNpo6yBaHHA 3 200 go 211 oci6 B YKpaiHi [0 NpoTOKO/y
KMIHIYHOTO JocnigpkeHHs «PaHgomisoBaHe, noggiliHe criine, nnaueb0-kOHTpoNboBaHe, GaraTtoueHTpoBe
pocnimpkeHHst hasm 2 ansa ouiHkm Bnamey npenaparty IMU-838 Ha akTUBHICTb 3aXBOPHOBaHHS, Sika BUMIPIOETLCS
3a pesy/ibTaTamMun MarHiTHO-pe3oHaHcHOT ToMmorpadii (MPT), a TakoX 6€3MneYHiCTb | NeEPEHOCUMICTb Y NaUiEHTIB
3 peumanByUUM-pPEMITYOUNM po3cisitHuM cknepo3om (PPPC) (EMPhASIS)», kog aocnigkeHHs P2-IMU-838-
MS, Bepcis 3.0 Bif 28 cepnHsa 2020 poky; cnoHcop - «IMMyHik Al», HimeuunHa / Immunic AG, Germany

3asBHUK - TOBAPUCTBO 3 0O6MEXeHO BignosiganbHicTio «BEPYM K/IIHIKAT PICEPY», YkpaiHa
BYNO CTANO
O.M.H., npodp., Mpu6 B.A. O.M.H., npody., Mpn6 B.A.
O6nacHa KniHiYHa fikapHs, BigAiNeHHA CyAMHHOI | JlikyBanibHO-4iarHOCTUYHUIA LUeHTp «Heipo Mnoban»

HeBponorii, IBaHO-PPaHKIBCbKUA  HaLiOHa/IbHWIA
MeaMYHUIA yHiBepcuTeT, kadhegpa HeBposorii Ta
Hepoxipyprii, M. IBaHO-®paHKiBCbK

TOoBapucTtBa 3 OOMEXEeHOK  BiAMnoBifasIbHICTIO
«Heipo Moban», M. IBaHO-®paHKiBCbK, €. KpuxiBLi

K.M.H., Tomax H.B.
KomyHanbHa ycTaHoBa «Micbka KhiHiYHa nikapHA
No2x», HEBPOJIOTiYHe BiAAIIEHHSA, M.3anopixxs

K.M.H., Tomax H.B.
MeanyHWii  UEeHTp ToBapuctBa 3 0OMEXEHOH
BigNoBiganbHicTiO «HOJTICx», M. 3anopixoks
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30. OHoBneHa bpouwypa gocnigHuka BopTiokceTuH (Lu AA21004) Bepcis 17 Big 10 nuctonaga 2020 p.,
aHrnificbKko MoBoOIo; IHhopmaLifiHMA NMCTOK NauieHTa Ta oopma iHhopMmoBaHOi 3roam Ans 6aTbKiB,
AopaTKkoBe AocnimKeHHA, MmalicTep-Bepcia 8.0, 23 nuctonaga 2020 p., YkpaiHa, Bepcia 6.0, 08 rpyaHs
2020 p., BK/IIOYAKOUM OCHOBHY peAakLiio WoA0 CMaKoBUX Big4yTTiB, Bepcis 2.0, 23 nuctonaga 2020 p.,
AHINIACbKOIO, YKPATHCLKOID Ta pOoCificbKolo MoBamu; IHhopMmauiiHuii NMCTOK nNaudieHTa Ta chopma
iHbopMoBaHoi 3rogu Ana NigniTkiB Bikom 12-17 pokiB, oAaTKOBE AOC/iMKEHHA, MalicTep-Bepcia 6.0
Big 23 nuctonaga 2020 p., YkpaiHa, Bepcia 5.0 Big 08 rpygHa 2020 p., BK/1lOYaOUn OCHOBHY pepakKL,ito
LWoAO0 CMaKoBUX BiguyTTiB, Bepcia 2.0, 23 nuctonaga 2020 p., aHrNiliCbKOK, YKPATHCbLKOK Ta
POCIACbKOIO MOBamMu [0 MPOTOKO/Y KAIHIYHOIO AOCAifKEHHA «[OBrocTpokose, BiAKpUTe, NPOLOBXEHE
OOCNIMKEHHST 3 THYUYKMMW A03aMy BOPTIOKCETUHY Y AiTei Ta nigniTkiB BikOM Big, 7 Ao 18 pokiB, XBOpUX Ha
BENUKUIA genpecuBHuii po3nag (BAP)», koa pocnimkeHHs 12712A, Bepcis npotokony 3.1 (3 10Ka/IbHO
nonpaskot 1 ana bonrapii, EcToHrii, Himeuunnun, Matsii, Mekcukn, Monbui, Pocii, Cepbii, YkpaiHn Ta
NokanbHo nonpaskoto 2 anga Konymo6in) Big 13 rpyaHsa 2018 p.; cnoHcop - X. JlyHao6ek A/C, faHis

3anBHuK - TOB «KniHiuHi gocnimkeHHs AKOH», YkpaiHa

31. NpoTtokon KniHiyHOro gocnigpkeHHa AC-055-315 nonpaBka 2, Bepcis 3 Big 6 cepnHa 2020 p.;
IHchopmauia ana nauieHta Ta ®dopma iHpopmoBaHoi 3rogu — [portokon AC-055-315, Bepcisa 3.0
YKpaiHCbKOIO MOBOIO A1s1 YKpaiHu Big 29.12.2020; IHchopmauisa gnsa nadieHta ta ®opma iHthopmMmoBaHoOi
srogn - TMpotokon AC-055-315, Bepcia 3.0 pocilicbkolo MOBOK Ans YKpaiHu Big 29.12.2020;
IHchopmauia ana nauieHta Ta ®opma iHhopMoBaHOI 3rogu ANA yyacTi Yy HeOOOB’A3KOBI YaCTUHI
pocnipkeHHa — NMpotokon AC-055-315, Bepcia 2.0 ykpalHCbKOIKO MOBOLO Ass YKpaiHu Big 29.12.2020;
IHhopMmauia gna nadieHta Ta Popma iHhopMoBaHOT 3rogM ANs ydacTi Yy HEeOGOB’sA3KOBIA YaCTUHI
pocnipkeHHA — Mpotokon AC-055-315, Bepcia 2.0 pociiicbkolo MOBOK A/ YKpaiHu Big 29.12.2020;
JonoBHeHHs o bpowypu aocnigHuka JNJ-67896062 Opsumit (Macitentan), BugaHHsa 17, ciueHb 2020,
Big 06.08.2020; IHCTpyKUiA ANA ydyacHMKA WOAO BUKOHAHHA TecTy 6-XBUIMHHOI XoA4bOW, Bepcis
YKpalHCbLKOI0 MOBOIO ANA YKpaiHu Bifg 22.09.2020; IHCTPYKLUis AN y4aCHUKA LWOA0 BUKOHAHHSA TecTy 6-
XBU/IMHHOI X04b6U, BEPCis pOCilicbKOIO MOBOIO ANA YKpaiHu Big 22.09.2020; LWkana gucnHoe Bopra
CR10 iHCTpyKUIl ANA y4yacHMKa Bepcis YKpailHCbKOK MOBOK AnA YKpaiHu Big 30.10.2020; Lkana
pncnHoe Bopra CR10 iHCTPYKUiA A1 yyaCcHMKa BepCii POCIACbKOIO MOBOK A/ YKpaiHu Big
30.10.2020; LlUkana gucnHoe Bopra CR10 ykpaiHCbkow MoBoOw; Llkana pgucnHoe Bopra CR10
pocilicbkol0 MOBOIO; 3pa30K efIeKTPOHHOro onutyBasibHUKA AC-055-315 PGA-S eCOA Handheld,
Bepcia 1.00 ykpaiHCbKO MOBOIO Big 07.12.2020; 3pa3oK e1IeKTPOHHOro onutyBasibHUKa AC-055-315
PGA-S eCOA Handheld, Bepcis 1.00 pocilicbkoio MoBoto Big 07.12.2020; 3arasibHa OL,iHKa TSDKKOCTIi
3axBoproBaHHA nauieHToM (PGA-S), chiHanbHa Bepcis YKpaiHCbKOIO MOBOK A/l YKpaiHu Bij
09.10.2020; 3arasibHa OLjiHKa TSHXKOCTi 3axBoproBaHHA nauieHTom (PGA-S), chiHanbHa Bepcis
pocilicbkoto MoBoOIO Ans YkpaiHu Big 09.10.2020 10 NpOTOKO/Y KAIHIYHOMO AOCAIMKEHHS «[TpoCcneKTuBHe,
baraToueHTpoBe, MoAgiliHe cnine, 3 NOABIMHOIO iMiTaUiED, paHAOMI30BaHe, 3 akTUBHWUM KOHTPOsieM, B
napanensHUX rpynax, 3 noc/ifOBHUM BK/IHOUYEHHAM Tpyn, afanTUBHE, KOHTPO/IbOBaHE 3a MOoAiAMU KNiHiYHe
JocnimpKeHHs TpeTbOoi dhasn ANA NOPIBHAHHA ePEKTUBHOCTI, 6€3NeYHOCTi Ta NepeHOCMOCTI MaliTeHTaHa 75
Mr 3 MauiteHTaHoM 10 Mr y nauieHTiB 3 SlereHeBo apTepiasibHOK TiNepTeHsien 3 nojasnblunm nepiogom
BiOKPUTOro NikyBaHHA MauiTeHTaHOM 75 mr», Kog gocnigxeHHsa AC-055-315, nonpaska 1, Bepcia 2 Big 13
nunnHs 2020 p.; cnoHeop - «AHCCEH ®APMALIEBTVIKA HB», Benbris

3anBHuK - «AHCCEH ®APMALEBTWKA HB», benbris

32. OHOBEHMIA NPOTOKON KNiHiYHOro BUNpo6yBaHHsa MK -8189-008, 3 iHKopnopoBaHoto nonpaskoto 02
Bif 24 nuctonaga 2020 poKy, aHrNificbkol MOBOIO; YkpaiHa, MK-8189-008_ Bepcis 01 Big 24 rpyaHsa
2020 poKy, yKpaiHCbKOI MOBOIO, IHhopmaLia Ta AOKYMEHT Npo iHhopMoBaHy 3roay As NauieHTa;
YkpaiHa, MK-8189-008_ Bepcis 01 Big 24 rpyaHa 2020 poKy, pociiicbkolo MoBOW, IHpopmauia Ta
OOKYMeHT npo iHpopMoBaHy 3roay Ans nauieHTa; Pos3gin P.8 locbe AoCNigKyBaHOro NikapcbKoro
3acoby MK-8189, Bepcia O05NVF7, aHrniiicbkoio MOBOIO; [MOAOBXEHHA CTPOKY MNpPUAATHOCTI
[ocnipkyBaHOro siikapcbkoro 3aco6y MK-8189, ta6netku 12 wmr, 3 12 go 24 micAuiB 0O NpOTOKO/Y
KMIHIYHOTO JocnipkeHHs «PaHgomisoBaHe, nogsiliHe-ciine, 3 nnauebo Ta akTMBHUM KOHTPO/IEM JliKyBaHHS
pocnimpkeHHs 2b dhasn edpekTmBHOCTI Ta 6e3neyHocTi MK-8189 y naujieHTiB 3 roCTpMM eni3o40M LUN30peHii,
Koa gocnipkeHHs MK-8189-008, 3 iHkopnopoBaHoto nonpaskoto 01 Big 30 uepBHs 2020 poky; cnoHcop - «<Mepk
LWapn EHA Aoym Kopn.», godipHe nignpuemcto «Mepk EHA, Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

3aaBHUK - TOBapUCTBO 3 0OMEXEHO0 BignoBiganbHicTio «MC/L YkpaiHa»
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33. bpouwypa aAna nauieHTiB, pegakuis A, Bepcis 2.0 — NMonpaska o npoTtokony 04, Big 30 BepecHs 2020
POKy, YKpalHCbKOIO MOBOIO; Bpowypa A ans nauieHTa, Bepcia 2 — MonpaBka ao npotokony 04, Big 30
BepecHsi 2020 poKy, pocilicbkoo MoBoto; KepiBHMLTBO 3 Bi3UTIB gocnimkeHHs1 Perseus ans nauieHTa,
pepakuisa A, Bepcis 2.0 - MonpaBka go npoTokosy 04, Bif 14 BepecHsi 2020 poKy, YKpalHCbKOIO MOBOIO;
KepiBHuuTBO A Nno BisuTam nauieHTa ana gocnigpkeHHs Perseus, Bepcia 2.0 - MonpaBka A0 NpoOTOKony
04, Big 14 BepecHA 2020 poKy, pociiicbkoo MOBOI0; KapTka KpuTepiiB BK/TIOUEHHAIBUK/IIOUEHHS, BEPCis
2.0 - NonpaBka ao nportokony 04, Big 10 nuctonaga 2020 poky, yKpaiHCbKOO MOBOI; KapTka 3
KpUTEepisiMun BKIIOYEHHA/BUKMIOYEHHS, Bepcis 2.0 - Nonpaska ao npoTtokony 04, Big 10 nuctonaga 2020
POKy, pociiicbkolo moBolo; padik 3axogiB pocnigxkeHHs Perseus, Bepcia 2.0 - MNonpaBka Ao
npotokony 04, Big 30 BepecHA 2020 poKy, YKpaiHCbKOI MOBOIO; paddik 3axopmiB gocnimkeHHA
Perseus, Bepcisa 2.0 - MonpaBka go npotokony 04, Big 30 BepecHs 2020 poKy, pOCiliCbKOO MOBOIO [10
NPOTOKONY KNiHIYHOIO AO0CnimpKeHHS «PaHaoMi3oBaHe, NoABiiHe chine AocnimkeHHs 3 diasu AN BUBYEHHS
edpekTnBHOCTI Ta 6e3neyHocTi npenapaty SAR442168 y MopiBHAHHI 3 Nnauebo B y4yaCHUKIB 3 NepBUHHO-
nporpecyto4mm po3scisHum cknepo3om (PERSEUS)», kog gocnigkeHHs EFC16035, 3 nonpaskoto 04, Bepcis 1
Bia 02 nuctonaaa 2020p.; cnoHcop - Genzyme Corporation, USA (xeH3alim KopnopeiwH, CLLA)

3anBHUK - TOB «CaHodi-ABeHTIC YKpaiHa»

34. bpouwypa gocnigHuka ana anekTuHioy (R0O5424802), Bepcisa 11 Big BepecHs 2020 p. f0 NpOTOKO/IB
KMIHIYHUX JocnigpkeHb: «PaHgomizoBaHe, baratoueHTpoBe, dhasu 3, BigKpuTe LOCIMKEHHS alIeKTUHIGY y
MOPIBHSAHHI i3 KPU3OTUHIOOM NPK NiKyBaHHI NOLUMPEHOr0 HeApPIOHOKMITUHHOIO paky NereHb, NO3UTMBHOIO A0
KiHa3n aHannacTM4HoI nimMcoMun, 3 NPUBOAY SKOr0 paHille He NPOBOAMAOCS MiKyBaHHSA», KOA AOCAIMKEHHS
B028984, sepcisi 6 Big 04 nuctonaga 2019 p.; «Bigkpute, paHgomizoBaHe gochigkeHHs Il dhasm ons ouiHkm
edheKkTMBHOCTI Ta 06e3neky anekTUHioy B SKOCTI af'toBaHTHOI Tepanii B MNOPIBHSAHHI 3 af'toBaHTHOM
ximioTepanielo npenaparaMn Ha OCHOBI MJ1aTUHW Y NAUEHTIB 3 HEAPIOGHOKMTITUHHUM pakoM nereHb ctagii IB
(nyxnuvHm = 4 cm) - LHIA, NO3UTUBHUM LLIOAO KiHA3W aHan/1acTUYHOT NiMGIOMMK, 3 MOBHOK Pe3eKLIED NyX/TMHN,
koA pocnimkeHHs BO40336, sepcia 5 Big 26 nuctonaga 2019 p.; cnoHcop - d.XodhdmaHH-/1a Pow 114,
LLseiiuapis

3aaBHUK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAAUILHICTIO «Pow YkpaiHa»

35. OHoBneHa bpouwypa aocnigHnka PN-943 (PN-10943A), Bepcia 3.0 Big 16 rpyaHs 2020 p.,
aHrNifcbKOK MOBOIO [0 NPOTOKO/Y KNIHIYHOIO AOCAIMKEHHS «PaHaoMi3oBaHe, 6baraToLeHTpoBe, NOABIiHE
cnine, nnaueb0o-KOHTPOIbOBaHe AOCAIMKEHHS ha3m 2 B NapasiesibHNX rpynax 3 MeTo OLiHKM 6e3neyYHOoCTi i1
edhekTMBHOCTI npenapaTy PN-943 npu nepopasibHOMY 3aCTOCyBaHHI y MauUi€EHTIB 3 akTUBHMM BUPa3KOBUM
KO/IiTOM NOMIPHOIo abo BaXXKOro CTyNeHs TSXKKOCTI», koA aocnimkeHHst PN-943-03, nonpaska 3 Big 31 nunHs
2020 poky; cnoHcop - Protagonist Therapeutics, Inc, USA/ MpoTaroHicT Tepan'toTukc, IHK., CLUA

3asABHUK - TOB «KniHivHi gocnigpkeHHs AKoH», YkpaiHa

36. OHoBeHa Gpowypa foc/iigHMKa Ha AocnigKyBaHuiA nikapcbkuii 3aci6é Aypsanyma6 (Durvalumab)
BupgaHHA 16 Big 08 >xoBTHA 2020 poOKy aHraiicbkolo MoOBOW; PekomeHpauii WO0AO0 YCYHEHHSA
TOKCUYHOCTI, Bepcia Big 17 nuctonaga 2020 p. aHrIiicbKOKO MOBOK ([O4ATOK AO MPOTOKONY);
OHoBneHuit po3gin 2.3 Clinical Study and Previous Human Experience Data (Clinical Pharmacology,
Clinical Pharmacokinetics, Human Exposure, and Benefit/Risk) Jocbe aocnigpKyBaHOro nikapcbKoro
3aco6y (IMPD) Olaparib BugaHHsa 18 Big, 20 cepnHsa 2020 p.; IHchopmauia npo gocnigkeHHA Ta Popma
iHcbopmoBaHOi 3rogu ana gopocnux, Bepcisa 6.0 Big 31 rpyaHa 2020 poKy aHriiCbKO, YKPATHCLKOIO
Ta pPOCiliCbKOIO MOBaMu [0 MPOTOKOMY KAIHIYHOrO AocnigkeHHs «PaHAoMisoBaHe, GaraToLeHTpoBe,
noAagiiHo cnine, MixHapogHe gAocnigpkeHHs 1l da3n AnA BMBYEHHS eqIEKTMBHOCTI Ta 6e3neyHoCTi
KoMO6iHOBaHOT Tepanii gypBasiymadom i3 onanapioom y nopiBHAHHI 3 MOHOTepanielo AypBaiyMabom y AKOCTi
nigTpPMMyBabHOT Tepanil y nauieHTiB 3 HeApiGHOKNITMHHUM pakom NnereHis IV cTagil, aki oTpumyBasny Tepanito
nepLuoi NiHii, B AKX XBOpoba He nporpecysasia nicia cTaH4apTHOI XiMioTepanii npenapaToMm niaTvHW 3
aypsanymabom (pocnimpxkeHHs ORION)», kof gocnigxeHHs D9102C00001, sepcisa 4.0 Big 14 nunHa 2020
poKy; cnoHcop - AstraZeneca AB, LLiBeLis

3asBHUK - TOB «KOBAHC KNIHIKAN JEBENOMNMEHT YKPAIHA»

37. 3miHa BignoBiganbLHOro fgocnigHMKa B Micui NnpoBeAeHHs BUNPOOYBaHHA [0 NPOTOKOAY K/iHIYHOIO
AocnimkeHHs «baraToueHTpoBe, paHAoMi30oBaHe, NoAgiliHe chine, 3 NOABINHOK IMITALIE, KOHTPO/IbOBaHE
aKTMBHMM npenapartoM, pocnifmxeHHs 1l casn, Wwo npoBOAMTLCA B NapasiesibHUX rpynax 3 OUiHKK
eekTMBHOCTI Ta 6€3MeYHOCTi eBOOPYTUHIOA Y NOPIBHAHHI 3 TEpUdIYHOMILOM B YYACHUKIB i3 peLnanByoummM
PO3CiSiHUM CK1epo30M», Kog, gochigpkeHHa MS200527_0082, sepcis 1.0 Big 13 notoro 2020 poky; CNoHcop -
Merck Healthcare KGaA, HimeuunHa
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3asBHUK - NignpremcTso 3 100% iHo3eMHoM iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

BYNO CTAJIO

3aB. BigaineHHam Hetpe6oBcbkuii B.A. nikap IsaweHko C.M.

KomyHasibHe nignpuemMcTBo «3-A Micbka KiHiYHA | KOMyHauibHe NignNpueEMCTBO «3- MiCbKa KMiHiYHa
nikapHA MoNTaBCcbKOT MICbKOT paau», HeBPOOrivyHe | slikapHa MoATaBCbKOi MICLKOT paamn», HEBPOJIOriyHe
BigAisieHHs, M. MonTasa BigAiiIeHHs, M. MonTasa

38. 3miHa BignoBiganbHOro AocnigHuka ta 3MiHa HasBu MIB 00 NPOTOKOY KNiHIYHOrO AOCNIIKEHHSA
«BigkpuTe NpofoBXeHe AOCNiIMKEHHS Yy NauieHTIB BIKOM 65 pokiB i cTaplie 3 XpPOHiYHUM NiMdoLMTapHAM
neiiko3om (XJ1/1) abo ppibHOKMITMHHOW AimdoumTapHo nimdgoomoto (OJ1/1), ki 6panu ydacTb Yy LOCNIIKEHHI
PCYC-1115-CA (iGpyTHHIO y nopiBHAHHI 3 xnopaMmbyumiom)», kog gocnimkeHHs PCYC-1116-CA, Bepcid 3
nonpaskoto 3 Big 12 nunHa 2018 p.; cnoHcop - Pharmacyclics, LLC, USA

3asBHUK - ToBapncTBO 3 O6MEXeHO0H BignosiganbHICTIO «KOHTpakTHO-ocnigHnupbka OpraHisauis IHHodhapM-
YkpaiHa»

BYNO CTANIO

nikap MununeHko I'.B. nikap Horaesa J1.1.
K3  «Yepkacbkuidi  o6bnacHwin ~ OHKONMOriYHWiA | KOMyHanbHe  HeKomepuiliHe  niANPUEMCTBO
AvcnaHcep» Yepkacbkol o6nacHol pagn, obnacHuii | «YepkacbkniAi 06/1aCHUIA OHKOMOFIYHUIA AMcnaHcep

NiKyBa/IbHO-AiarHOCTUYHNIA remMaToNorivyHnin LeHTp, | YepkacbKol ob6nacHoi paau», O6nacHui
M. Yepkacu NiKyBa/IbHO-AiarHOCTUYHWI FremMaToNoriYHNA LeHTp,
M. Yepkacu

39. OHoBneHa Mno6anbHa Bpowypa JocnigHuka Retifanlimab (INCMGA00012, MGAO012), BuaaHHsa 7
Big 10 nmctonaga 2020 p.; INCMGA 0012-101 (konuwHiii Homep npoTokony: CP-MGA012-01)
IHchopmauia gna nadieHta Ta ®Popma iHHPOPMOBAHOI 3rogn — PO3LWMPEHHA KOropTwU, Ans YKpaiHu
YKpaiHCbKOI0 MOBO10, Bepcis 10.0 Big 20 ciuHa 2021 poKy, Ha OCHOBI aHrniicbKoi Maictep-Bepcii 10.0
Big 14 ciuHsA 2021 poky; INCMGA 0012-101 (konuwHii Homep npotokony: CP-MGA012-01) IHdhopmauis
ANnAa naudieHta ta dopma iHhopmMoBaHOI 3roay — PO3LIMPEHHS KOropTwu, AnA YKpaiHu pocilicbkoto
MoBolto, Bepcis 10.0 Big 20 ciuHa 2021 poky, Ha OCHOBI aHrilicbKoi maiictep-Bepcii 10.0 Big, 14 ciuHsa
2021 poky; INCMGA 0012-101 (konuwHi# Homep npoTtokony: CP-MGAO012-01) IHchopmauisa ans
nauieHTa Ta Popma iHhopmoBaHoI 3roau — Koropta H, Ana YkpaiHm yKpaiHCbKO MOBOIO, Bepcis 5.0
Bif 18 ciuHa 2021 poKy, Ha OCHOBI aHrnilicbkoi Maiictep-Bepcii 8.0 Big 14 ciuHa 2021 poky; INCMGA
0012-101 (konuwHii Homep npoTokony: CP-MGAO012-01) IHcdopmauisa ans nauieHta Ta Popma
iHdhopMoBaHoi 3rogu — kKoropta H, gnsa YkpaiHu pocilicbkoto MoBoto, Bepcis 5.0 Big, 18 ciuHs 2021 poky,
Ha OCHOBI aHrikcbKoi Malictep-Bepcii 8.0 Big 14 ciuHA 2021 poKy 4,0 NPOTOKO/Y K/iHIYHOTO AOCAIAKEHHS
«®asza 1, gocnigpkeHHa 6e3neku, nepeHocuMmocTi Ta dpapmakokiHeTukn INCMGAO00012 (konvwHA Hassa
MGAO012) y naujieHTiB 3 CONiAHMMN MyX/IMHAMM Ha MNi3HIX CTagisix po3BMTKy xBopobu (POD1UM-101)», koA
pocnipkeHHss INCMGA 0012-101, nonpaska 9 Big 09 uepsHsi 2020 p.; cnoHcop - «IHcanT KopnopeiiwH» (Incyte
Corporation), CLLUA

3anBHUK - TOB «KLIP YkpaiHa»

40. bpouwypa gocnigHunka MK-8591/ MK-8591A, BugaHHa 10 Big 11 ciuHa 2021 poky, aHIiACbKOLO
MoBoto; Po3gin «P.3 MANUFACTURE» flocbe pocnigxyBaHoro nikapcbkoro sacooy MK-8591, Bepcis
05PNCG Bipg 21 ciuHsa 2021 poky, aHINMilicbKO0 MOBOLO; 3a/ly4eHHSA [04aTKOBOI BUPOGHMUOT AiITHKM,
BiANOBifaNbHOI 3a TeCTYBaHHSA AOCNigKyBaHOro flikapcbkoro 3acooy MK-8591: Merck Sharp & Dohme
Corp., USA; Po3gin «P.8 STABILITY» Jocbe gocnigpKyBaHOro nikapcbkoro 3acooy MK-8591, Bepcis
05PNCG Big 21 ciuHa 2021 poKy, aHI/iACbKOKO MOBOK; [MofgoBXeHHA TepMiHy NpUAaTHOCTI
[OCnNiopKyBaHOro slikapcbkoro 3acooy MK-8591, kancyna, 0,75 mr (not 0000818912) ao 44 micsauiB a0
NPOTOKONY KIHIYHOro BUNPobyBaHHA «PaHaoMi3oBaHe, KiiHiuHe pocnimkeHHs [l dhasm y BIJ1-1-iHgikoBaHMX
nauieHTiB, sSikKUM MpoBoOAMNAacs IHTEHCMBHA Tepanisi, Ans OLUiHKM aHTUPETPOBIPYCHOI aKTMBHOCTI CAINoro
NikyBaHHs icnarpaBipoM, AopaBipuHOoM abo aopaBipMHoM/icnaTpaBipOM MpW MOPIBHAHHI KOXHOI rpynu
NikyBaHHA 3 nnauebo, a TakoX AN OUiHKM aHTUPETPOBIPYCHOI aKTUBHOCTI, 6e3neku Ta nepeHOCUMOCTI
BIAKPUTOro NikyBaHHA fopasipvHom/icnarpasipoM», kof gocnimpkeHHs MK-8591A-019, 3 iHKOpNopoBaHo
nonpaskoto 02 Big 12 TpaBHa 2020 poky; cnoHcop - «Mepk Wapn EHA, Joym Kopr.», AodipHE NignpuemMcTBo
«Mepk EHg Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/], YKkpaiHa»
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41. Jocbe HepoOCNiAKYyBaHOrO NiKapCbKOro 3acoly eKCcTpeHol MeauuuHu Gutron® (MigoapuHy
rigpoxnopwua), Bepcia 3.0 Big 17 nuctonaga 2020 pokKy, aHrNiiCbKOK MOBOIO [10 NPOTOKO/Y K/IiHIYHOIO
JocnimKeHHs «22-TxHeBe, 6araToueHTpoBe AocnimkeHHs ha3un 3 3 paHLOoMi30BaHOK BiAMIHOK npenapary
TD-9855 npwu nikyBaHHI CUMNTOMATUYHOT HEMPOrEeHHOT OPTOCTATUYHOI FiNOTEH3IT B MAUIEHTIB i3 NEPBMHHOK
BEreTaTMBHOK HEAOCTATHICTHO», KO AocnimkeHHs 0170, sepcis 1.0 3 nonpaskoto 1 Big 04 6epesHs 2019 poky;
crnoHcop - Theravance Biopharma Ireland Limited, IpnaHgis

3asBHYK - MignpremcTso 3 100% iHo3eMHot0 iHBecTuLjel «AVK'IOBIA PAC YkpaiHa»

42. [ocbe HepOCNiAKYyBaHOrO NiKAPCLKOro 3acoly eKCTpeHol meauuuHu Gutron® (MigoapuHy
rigpoxnopwuga), Bepcia 5.0 Big 17 nuctonaga 2020 pokKy, aHriliCbKOK MOBOIO 10 NPOTOKO/Y K/IiHIYHOIO
pocnigxeHHs «baraToueHTpoBe, paHAoMi3oBaHe, NoAgiiHe chine, naauebo-kOHTPOsIboBaHe 4-TWXHEeBeE
JocnimpkeHHa asn 3, Wo NpoBOAUTLCA B NapasiesibHuX rpynax, Asa BUBYeHHSA npenapaty TD-9855 npwu
NiKyBaHHIi CUMNTOMATWUYHOT HEipOreHHOT OPTOCTATUYHOI MINOTEH3iT B NaLEHTIB i3 NePBUHHOK BEreTaTMBHO
HeJocCTaTHICTIO», KoA JochimpkeHHa 0169, sepcia 1.0 3 iHkoprnoposaHoto nonpaskoto 4 Big 05 cepnHa 2020
poky; cnoHcop - Theravance Biopharma Ireland Limited, IpnaHais

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

43. 3miHa micua npoBefeHHA BUMPOOYBaHHA [0 NPOTOKONY K/iHIYHOro AOCAiMKeHHSA «baraToueHTpoBe,
BiAKpUTE NOAOBXEHE AOCMIMKEHHST AN OLiHKM AOBrOCTPOKOBOI 6e3nekn Ta epeKTUBHOCTI GiMekizymaody y
NauieHTIB 3 aHKII03ylouuM CNoHAMAITOM», Kog, AocnigkeHHsa AS0009, 3 nonpaskoto 3 Big 06 ntotoro 2020
poky; cnoHcop - UCB Biopharma SRL, Belgium

3asaBHnk - TOBAPUCTBO 3 OBMEXEHOK BIAMOBIJANBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLUMENTC YKPATHA» (TOB «®PA YKPAIHA»)

BYNO CTAJIO

O.M.H., npodh. Pekanos A.I'. O.M.H., npodp. Pekanos A.I.

KomyHanbHa ycTaHoBa «3anopisbka o6nacHa | MeguuHuii  LeHTp ToBapucTBa 3 OOMEXEHOHo
KniHiYHa nikapHa» 3anopi3bkoi ob6nacHoi pagu, | BiANOBIAANBHICTIO «CyuvacHa KNiHika»,
BigAiNeHHs peBmaronorii 3 LEeHTpOM | M. 3anopixeks

iIMyHOBI0/10MYHOT Tepanii, M. 3anopikxs

44. NucTiBKa 3 BUC/IOBNIEHHAM Noasakn, Bepcia 01, Big 18 ciuHa 2021 poKy, YKpaiHCbKOO MOBOIO [10
NPOTOKONY  KMIHIYHOTO  AOoChifpKeHHs «PaHgomizoBaHe, noAgiiHe cnine, nnaue60-KoHTPOoNiboBaHe,
6araToLEeHTPOBE AOCNIMKEHHS O/151 OLUIHKA ePEeKTUBHOCTI, 6€3neYHOCTi, NepeHoCMMOCTi, hapMakoKIHETUKM i
thapmakognHamikm npenapaty GLPG3970 npu nepopasibHOMY 3aCTOCYBaHHi MPOTAroM 12 TWXKHIB Y AOPOCNX
0Ci6 3 aKTMBHMUM MEePBUHHUM cUHApPOMOM LLerpeHa», kog, gocnigpkeHHa GLPG3970-CL-207, sepcisa 1.0, Big 21
BepecHs 2020 poky; cnoHcop - Mananaroc HB (Fananaroc HB), Benbrisi/ Galapagos NV, Besnbris

3anBHuK - TOB «APEHCIA EKCMNNIOPATOPI MEAICIH», YkpaiHa

45. OHOBJ/IEHUIT NPOTOKON KAiHiYHOro BUnpo6yBaHHA RP1610, nonpaBka 03 (Non-UK) Big 02 >xOBTHSA
2020 p., aHrnificbkoto MoBoOIO; IHopMauiliHUiA NUCToK i chopma iHPOPMOBaHOI 3roau yuyacHuka
pocnipkeHHs, Bepcia 2 Big 15 xoBTHA 2020 p., YKpaAiHCbKOKO Ta pociiicbkolo MoBamu; LLLoaeHHUK
nauieHTa gnsa sanucy MeguuHuX nogiii, noe’sisaHunx i3 Xeopo6oto KpoHa, Bepcis 02 Big 26 TpaBHA 2017
POKY, YKpaiHCbKOI Ta POCiliCbkolo mMoBamMu; IHCTPYKLis O[O 3aNnOBHEHHA LWOAEHHUKA NaujieHTa,
Bepcia 02 Big 26 TpaBHA 2017 poKy, YKpPaiHCbLKOIO Ta pocilicbkolo moBamu; LLlogeHHUK nauieHTa gns
3anucy npuiiomy npenapartiB Ans niikyBaHHA XBopo6u KpoHa, Bepcia 02 Big 26 TpaBHa 2017 poky,
YKpaiHCbKOIO Ta pocilicbkolo mMoBamMu; CueHapii TenecoHHOI pPoO3MOBU A1 HarafyBaHHA Mpo
[oTpuMaHHA Bumor gocnigpkeHHsi (Phonescript), Bepcisa 02, yKkpaiHCbKOIO Ta pOCIACbKOIO MOBaMu;
CueHapiii eNeKTPOHHOro SIncTa A4J15 HaragyBaHHSA NPo AOTPUMAaHHA BUMOr gocrigkeHHs (Emailscript),
Bepcis 02, ykpaiHCbKOIO Ta pociiicbkoto MoBamu; OnuTyBanibHUK (CUCQ-32), Bepcis 02, ykpaiHCbKOIO
Ta pociiicbkolo moBamu; 3miHa Ha3Bu CnoHcopa 3 «Robarts Clinical Trials Inc.», KaHapga Ha
«AnimeHTiB, IHK.»/Alimentiv Inc.», KaHaga [0 NpOTOKONY K/IHIYHOrO BUNPOBYBaHHA «[OCAioKEHHS
NPUNWHEHHS Tepanii aMmiHocasliyunatamu npu HeakTUBHIN xBOpob6i KpoHa (STATIC): paHgomizoBaHe,
BiAKpUTE AOCNIMKEHHS HE MEHLLOT edDEKTMBHOCTI», Koa gocnigkeHHss RP1610, Bepcisa 01 Big 16 TpaBHs 2017
p.; cnoHcop - Robarts Clinical Trials Inc, KaHaga

3asaBHUK - TOB «biomanac», YkpaiHa
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46. OHoBneHwuii MpoToKkon KniHiuHoro gocnimkeHHsa CYC-202, sepcisa 3.2 (ROW) Big, 14 ciuHsa 2021 p.;
Aopatok po IHdopmauii ana naugieHTa /| ®PopMmu iHhopmoBaHOI 3rogn CTOCOBHO AaHUX NPOMDKHOro
aHanisy, Bepcia 1.0 ana Ykpaiuu Big 12 nuctonaga 2020 p. MNMepeknag ykpaiHCbKOO MOBOM Bifg 15
rpyaHs 2020 p.; nepeknag pociiicbkoro MoBoto Big, 19 ciuHsa 2021 p.; IHchopmauia ana nayieHta/ Popma
iHcbopMmoBaHOi 3rogu, Bepcia 4.0 gona YkpaiHu Big 12 nuctonaga 2020 p., nepeknaj yKpaiHCbKOIO
MoBolo Big 08 ciuHA 2021 p., nepeknag pociicbKor MOBOH Big, 19 ciuHa 2021 p. 40 NPOTOKOY KANiHIYHOTO
BMNpobyBaHHsA «baratoueHTpoBe, paHAoMI30BaHe, NoABiliHe chine, nnaueb0-KOHTPOIbOBaHe JOCIIKEHHS 2
hasn y napanenbHuUX rpynax 3 OUIHKM edieKTMBHOCTI Ta 6e3nekn ST-0529 y nauieHTiB 3 NOMipHUM abo
BMCOKOAKTMBHMUM BMPa3KOBUM KONITOM», Kog, AochnigxeHHs CYC-202, sepcia 3.0 Big 21 uepBHsA 2019 p.;
crnoHcop - Cabnimiti TepanbtoTike (Xong Ko.) N114., Ipnangia (Sublimity Therapeutics (Hold Co) Ltd., Ireland)
3adaBHKK - TOB «MbB KBecT», YkpaiHa

47. OHoBneHuit MpoTtokon, diHanbHa Bepcia 3.0, Big 17 nuctonaga 2020 p., aHrNINCbLKOO MOBOIO;
IHbopMmauia ansa yyacHuka i dopma 3roay Ha yyacTb B [OCAHiMHKEHHi 3 napasiesibHOIO y4yacTio B
pocnipkeHHax COVID-19 (3acToCOBYETLCA Jvlie B pasi OAHOYACHOI y4yacTi B AOCAIgKEHHAX
COVID-19), ®iHanbHa Bepcia: 1.0-UA(UK), 13 ciyna 2021 ykpaiHCbKow MoBOIO; IHdopmauia ana
y4yacHuKa i dopmMa 3roau Ha yyacTb B AOC/iSKEHHi 3 NapanenbHO y4yacTio B AoCimKeHHsax COVID-19
(3acTocoByeTbCA Nuile B pasi o4HOYACHOI yyacTi B gocnigpkeHHax COVID-19), ®diHanbHa Bepcis: 1.0-
UA(RU), 13 ciuHs 2021 poCilicbKO MOBOLO A0 NPOTOKO/TY K/iHIYHOIo AOCAIMKEHHS «[OCiAKEHHST BNANBY
cemarnyTmay Ha cepLeBO-CyAMHHI YCKNaAHEHHS Y NauieHTiB 3 LyKpPoBUM giabetom 2-ro Tuny (SOUL)»., kopg,
pocnimpkeHHss EX9924-4473, chiHanbHa Bepcist 1.0 Big 17 ciuHsa 2019 poky. ; cnoHcop - Novo Nordisk A/S,
Denmark

3aaBHUK - TOB «HoBO Hopgick YkpaiHa»

48. OHoBneHa Bepcia nportokony, Bepcia 5.0 Big 31 Gepe3sHa 2020p.; 3miHa 3asBHUKaA 3 TOB
«CIHTEPAKTXKP YKPAIHA» Ha CiHTepakt I'M6X, HimeuuuHa; [lonoBHeHHsi MixHapogHoi
HenateHToBaHOi HasBu (INN) «TebGeHTachycn» [0 HasBUM AOCAIAKYBAHOro JliKapCbKoOro 3acooy
IMCgp100; OHoBneHa Bepcia Bpowypu pgocnigHuka Tebentafusp (IMCgp100), Bepcia 11.0 Big 06
rpyaHs 2019p.; OHoBneHa Bepcifa locbe AoOCNigKyBaHOro Jlikapcbkoro 3aco6y ansa IMCgpl100, Bepcis
11 Big, 02 kBiTHA 2020p.; OHOBNeHi Bepcii: IHopmalia gna ydyacHUKIB gocnigkeHHA Ta dopma
iHdbopmoBaHoi 3rogn «IMCgp100-202 YKP, ®I3 gnsa oCHOBHOro aocnigxeHHs, Bepcia 9.1, (piHanbHa)
Big 20 kBiTHA 2020p.» yKpaiHCbKO MOBOW; IH(hopmauisa ana naudieHTiB Ta dopma iHopmoBaHOI
3rogn «IMCgp100-202 YKP, ®I3 gnsa oCHOBHOro aocnigxeHHs, Bepcia 9.1, (cpiHanbHa) Big 20 KBiTHA
2020p.» poCilicbKOO MOBOI [0 MNPOTOKO/Y K/HIYHOTO BUNPOGYyBaHHA «PaHAoMi30BaHe, BigkpuTe,
6aratoueHTpoBe chasu Il gocnimxkeHHs 6e3nekn Ta edekTnBHOCTI npenapaty IMCgpl00 B NOpiBHAHHI 3
NikyBaHHAM, BUGpaHuM pgocnigHnkom y HLA-A*0201 no3WTUMBHMX NAUEHTIB 3 MOLIMPEHOK YBEasIbHOK
MenaHoMOl0, fAKi paHille He OTpUMyBaIM NiKyBaHHA», Ko4 JocnimkeHHs IMCgpl100-202, Bepcia 4.0 Big 20
rpygHa 2018 p.; cnoHcop - Immunocore Ltd, United Kingdom

3aaBHUK - CiHTepakT 'm6X, HimeuunHa

49. OHOBNEeHMIA NPOTOKOJ, Bepcia 6.0 Big 18 nuctonaga 2020; OHoBeHa Gpolwypa gocnigHuka (Bl
836880) Bepcisa 8 Big 05 nucrtonaga 2020. OcHoBHa iHchopmauia i chopma iHhopmoBaHOi 3roagu
y4yacHUKa fOoCnigpKeHHA, yacTuHa 2, (gna YKpainu) Bepcia 5.0 Big 05 rpyaHsa 2020. Kog KB: 1336-0011.
BICTMS Bepcia: M2_06_UKRO05. MoBa_Bepcif Ta gata: ykpaiHoMmoBHa Bepcis 5.0 Big 15 rpyaHa 2020.
OcHoBHas uHcopmauma u dpopma UHPOPMMPOBAHHOIO cornacusa A1 YYaCTHUKOB UCCNefoBaHuA,
yactb 2, (ana YKkpauHbl) Bepcua 5.0 ot 05 pgekadpsa 2020. Kog KWU: 1336-0011. BICTMS Bepcus:
M2_06_UKRO5. fI3bIK_Bepcus U garta: pycckossbiuHasa Bepcus 5.0 oT 15 gekadbpsa 2020. 3miHa Ha3BU
Micusi NpoBefleHHS KMiHIYHOro BUMPOOGYBaHHA [0 NPOTOKOMY KIIHIYHOrO JocnimpkeHHa «BigkpuTe
pocnimpkeHHs dasu b 3 nigdopy po3m Bl 836880 y kombiHau,ii 3 Bl 754091 ans xapakTepucTUkM 6e3neYHocCTi,
nepeHoCcUMOoCTi, hapMaKkoKiHETUKKN, dpapMakoAnHaMiky Ta e(PeKkTUBHOCTI Yy NaLieHTiB 3 MiCLEeBOMoLNPEHUM
abo wmeTacTaTUMYHMM HEMNIOCKOKNITUHHUM  HEeAPIOHOKNITUHHMM pakoM JiereHi Ta iHWUMKW  CONIGHUMU
nyxnnHamm», kog, gocnimkeHHs 1336-0011, sepcis 5.0 Big 03 6epesHsa 2020; cnoHcop - Boehringer Ingelheim
RCV GmbH & Co KG, ABcTpist

3asBHUK - TOB «JOKYMEAC» («CIA JOKYMEAC»), Natsis

byno: Crasio:

AO.M.H., npody. BoHaapeHko |.M. O.M.H., npody. bBoHaapeHko |.M.
KomyHanbHuii 3aknag «Micbka KniHiuHa nikapHa | KOMyHasibHe  HeKkomepuiliHe  NignpueMcTBO
Ned» [HINPOBCLKOI MIiCbKOI pagu, BigaineHHA | «Micbka KniHiuHa nikapHA Ned» [HIiNPOBCHLKOT
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ximiotepanii, JepxaBHuii 3aknaf | Micbkoi  pagu, rocnpo3paxyHKOBUW  Bigain

«JlHinponeTpoBChKa MeauyHa akafemis | peHHoro cTauioHapy MiCbKOro
MiHicTepcTBa OXOpPOHY 340P0B‘'A YKpaiHu», kadegpa | XimioTepaneBTUUHOIO LEeHTPY, [lepXaBHuii 3aknag,
OHKOJI0riT Ta MeAnyHoi pagionorii, M. AHinpo «[JHinponeTpoBCbKa MeauyHa akagemis

MiHicTepcTBa OXOPOHW 310POB‘A YKpaiHu», kadeapa
OHKoJO0riT Ta MeauYHoI pagionorii, M. IHiNpo

50. Bk/IlOUEHHA AO0AATKOBUX MiCUb MPOBEAEHHA KMiHIYHOrO BUMNPOOYyBaHHsA; 3MiHAa Ha3BM Micus
NpoBeAEeHHSA K/iHIYHOro BUNPoG6yBaHHA [0 NPOTOKONYy «baraToueHTpoBe, paH4oMi30BaHe, NoagiliHe criine,
nnauebo-KOHTPO/IbOBaHE AOCAIMKEHHA dasn 26 3 nigdopom ONTUMasIbHUX [A03 A1  OLIHIOBaHHSA
edheKkTMBHOCTI, 6e3neyHocTi W hapmakokiHeTukn npenapaty PF-06480605 y A0pocC/vMX Yy4yacHWKIB i3
BMPa3KOBMM KOITOM MOMIPHOTO abo BaXKKOro CTYMEHS TSHKKOCTI», KoA gocnimpkeHHs B7541007, octaTtoyHa
Bepcis npoTokosy Big 18 nunHa 2019 poky; cnoHcop - MNdaiisep IHk., CLUA

3asBHuK - MNdpainzep IHk., CLUA

No MN.1.B. BignoBsiganbHOro gocnigHuka

n/n Ha3ga Micus npoBeAeHHs K/1iHIYHOro BUNPo6yBaHHSA
1 3aB. Big. XogaceHko O.M.
KomyHasnbHe nignpuemcTBo «[HinponeTpoBcbka obnacHa kiiHivyHa nikapHa iM. |. 1. MeyHukoBa»
[JHinponeTpoBCbKOi 061aCHOI paau», BifAiIEHHS racTPOEHTEPO/IOrNiT Ta renaronorii, M. [IHINpo
2 ronoBHuiA nikap Myray M.M.
MegunuHnin LeHTp ToBapucTBa 3 0OMEXEHOK BignoBigasbHICTI0O «MeanyHa KiHika «bnaromen,
NiKyBa/IbHO-AiarHOCTUYHWUIA Nigpo3ain, M. Kuis

BYNoO CTANO

nikap NloraaHigi T.1. nikap NorpaHigi T.1.

KomyHanbHuiA 3aknag KuiBcbkoi obnacHoi paan | KomyHasibHe  HeKomepuiiiHe  nignpuemcTBO
«KuiBcbka o6nacHa nikapHa Ne2», TepaneBTnuHe | KuiBcbkoi o6nacHoi pagn «KuniBcbka o6GnacHa
BigaineHHs, M. Knis NiKapHA», TepaneBTUYHEe BiagineHHs, M.Kuis

51. 3pa3ok 300paXeHHA Ha eKpaHi eNneKTPOHHOro npuctpoto IHcopmauiiiHoro nuctka i phopmu
iHcbopMmoBaHoi 3roau, Bepcia V1.0UKR(uk)1.1 Big, 22 BepecHsi 2020 poKy, YKpaiHCbKOIO MOBO10; 3pa3ok
300paXXeHHA Ha eKpaHi e/leKTPOHHOro npuctporo IHopmauiiiHoro nuctka i popmu iHcpopmoBaHoOT
3roaum, Bepcia V1.0UKR(ru)l1.1 Big 22 BepecHs 2020 pokKy, pocCiiiCbKOl0 MOBOIO; 3pa3oK 306paKeHHs Ha
€eKpaHi enekTPoHHOro npuctpoto BaritTHa napTHepka: iHchopmauiiiHuii nucToK i hopma iHchopmoBaHoOiT
3rogM Ha MpPoBeAeHHA aHanisy Ha BariTHICTb i BignoBigHe nopganblue CMNOCTEPEeXEeHHsl, Bepcis
V1.0UKR(uk)1.0 Big 22 BepecHA 2020 poKy, YKpPaiHCbKOIO MOBOIO; 3pa30oK 300paXeHHA Ha eKpaHi
€/1IeKTPOHHOro NpuUcTpoto BaritHa napTHepka: iHchopmauiiiHuii nncTokK i popma iHhopmoBaHoi 3rogu
Ha NpoBeAeHHA aHasi3y Ha BariTHICTb i BignoBigHe noganblue cnocTtepexeHHs, Bepcisa V1.0UKR(ru)1.0
Bif, 22 BepecHs 2020 poky, pocilicbkolo MOBOIO; CNoBHUK TepMiHiB eConsent, Bepcia 01 Big 20 nMnHA
2020 p., yKpaiHCbKoO MOBOI; CNnoBHUK TepMiHiB eConsent, Bepcia 01 Big 20 nunHa 2020 p.,
pociiicbkolo MmoBoto; Po3kagpyBaHHA eConsent, Bepcis 01, Big 16 nunHa 2020 p., yKpaiHCbKOIO MOBOLO;
Pos3kagpyBaHHA eConsent, Bepcia 01, Big 16 nunHa 2020 p., pocilicbkoio MoBoto; Mepeknap,
YKpalHCbLKOI0 MOBOIO TEKCTY CTOPIiHKM «[oyaTok po6oTu» B cuctemi eConsent, Bepcisa V1.0; Mepeknag
pociiicbKOl0 MOBOIO TEKCTY CTOPiHKU «MouaTtok po6oTu» B cuctemi eConsent, Bepcia V1.0; Bpowypa
Ans nauieHTiB, Bepcia [V01 UKR(uk)] Big 11 BepecHst 2020 p, yKpaiHCbKOIO MOBOIO; Bpoluypa nauieHTa,
Bepcia [VO1 UKR(ru)] Big 11 BepecHs 2020 p, pociiicbkolo MoBOIO; MOCiGHUK i3 gocnigpkeHHA ansA
nauieHTa[V01 UKR(uk)] Big 11 BepecHsa 2020 p., yKpaiHCbKOI0 MOBOLO; MOCIGHUK i3 gocnigKeHHA ans
nagieHta [VO1 UKR(ru)] Big 11 BepecHsa 2020 p., pOCiiCbKOO MOBOW; JIUCT [0 nikaps woao
HanpaBneHHs nauieHTiB[V01 UKR(uk)01] Big, 14 oBTHA 2020 p., yKpaiHCbKOIO MOBOO; JIUCT nikapto 3
NPOXaHHAM LWoAO0 HanpaBneHHA nauieHTiB [VO1 UKR(ru)01] Big 14 xoBTHA 2020 p., pOCiCbKOIO
MOBOI0; 3pa3oK 300paXeHHS Ha eKpaHi efIeKTPOHHOro NpPUCTPOK0 AHKETU LWoAOo CTaHy 3[40pOB’A
_EQ-5D-5L, Bepcia 1.1.0 Big 24 nuctonaga 2020 poKy, YKPaiHCbKOIO MOBOIO; 3pa30oK 300paXeHHA Ha
€eKpaHi e/1eKTPOHHOIo NPUCTPOIO ONUTYBaJIbHUKA WOA0 CTaHy 3a0poB’sa _EQ-5D-5L, Bepcis 1.1.0 Big 24
nvctonaga 2020 poky, pocilicbKolo MOBOIO; 3pa3oK 306paXKeHHs Ha eKpaHi e/IEKTPOHHOIro NPUCTPOLO
onutyBasbHuka FACT-An, Bepcia 1.1.0 Big 12 nuctonaga 2020 poky, YKpalHCbKOIO MOBOH; 3pa3okK
306paXKeHHsl Ha eKpaHi eNneKTPOHHOoro npucTporo onutyBanbHuka FACT-An, Bepcia 1.1.0 Big 12
nuctonaga 2020 poky, pocCilicbKO0 MOBOI; 3pa3oK 306paXKeHHsI Ha eKpaHi e/IeKTPOHHOIro NPUCTPOLO
onutyBanbHuka PGIS, Bepcia 1.1.0 Big 02 nuctonaga 2020 poky, YKpailHCbKOIO MOBOI; 3pas3ok
3006paXXeHHs Ha eKpaHi eNleKTPOHHOro NpUcTporo onutyBasnibHUKa PGIS, Bepcis 1.1.0 Big 02 nucTtonaga
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2020 poKy, pociiicbkolo MOBOI; 3pa3oK 300paXeHHA Ha eKpaHi eNeKTPOHHOro MpPUCTPOLO
onutyBanbHuka PGIS and PGIC, Bepcia 1.1.0 Big 02 nuctonaga 2020 poky, YKpaiHCbKOIO MOBOLO;
3pa30K 306paXeHHA Ha eKpaHi efIeKTPOHHOro nNpucTpoto onutyBasibHUKa PGIS and PGIC, Bepcisa 1.1.0
Big 02 nuctonaga 2020 poky, poOCiicbKO MOBOI; 3pa3oK 300paXeHHAA Ha eKpaHi e/IeKTPOHHOro
npuctpoto_Training Requirements_, Bepcisa 1.1.0 Big 02 nuctonaga 2020 poky, YKPaiHCbKOIO MOBOIO;
3pa3ok 306paXeHHA Ha eKpaHi enekTpoHHoro npuctpoto_Training Requirements_, Bepcis 1.1.0 Big 02
nnctonaga 2020 poky, POCiicCbKOKO MOBOK; 3pa30K 300paXXeHHA HA eKpaHi e/IeKTPOHHOIO NMPUCTPOLO
wopeHHuka Visit Selection, Bepcia 1.1.0 Big 09 nuctonaga 2020 poOKy, POCINCLKOKD MOBOIO;
36inblUEHHA KiNbKOCTI gocnigpkyBaHux B YKpaiHi Big nonepegHbLO 3annaHoBaHoi 3 18 fo 29 oci6é ao
NPOTOKONY KAiHiYHOro gocnipkeHHs «PRESERVE 1: ®a3a 3, paHgomisoBaHe, NoABiiiHe cnine AoCiaKeHHs
TpUNauyuKnidy y MOpiBHAHHI 3 nnauebo y nauieHTiB, sKki OTPUMYKOTb Tepanilo i3 3acToCyBaHHSM
FOLFOXIRI/6eBaunsymaby nna nikyBaHHs MeTacTaTMYHOrO KOJIOPEKTasSIbHOrO paky», KoA AOCNiAXKeHHs
G1T28-207, Bepcisa 1.0 Big 12 yepBHa 2020 poky; crnoHcop - G1 Therapeutics, Inc., United States

3aaBHUK - MNignpremcTso 3 100% iHo3eMHOI iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

52. 36inblIeHHsA 3an/laHOBAHOI KifIbKOCTi NauieHTiB y AocnimkeHHi B YKpaiHi 3 20 go 50; (Otsuka)
IHCTPYKUiA ANA AOCNIAHULBKOIO LEEHTPY WoAo 6Ge3nocepefHboi [OCTaBKM MALEHTY KOMMaHIE
Marken (Direct to patient shipping with Marken), Bepcis 4.0 Big 22 nuctonaga 2020 p. aHrnilicbKoto
MOBOIO [0 MPOTOKO/TY K/IIHIYHOTO [OCAifpKeHHs «baraTtoueHTpoBe, paHAOMI30BaHe, MoAgiHe chine
OOCiMKEHHST THYYKMX [03 GpeKcninpa3ony nopiBHsHO 3 niaue6o Ans nikyBaHHA AOPOC/MX 3 NOrPaHUyYHNM
po3n1agom 0cobucTocTi», kog gocnigpkeHHs 331-201-00242, 3 nonpaskoto 1 Big 07 nunHa 2020 pokKy; CnoHcop
- Otsuka Pharmaceutical Development & Commercialization, Inc., USA («Ouyka ®apmacbtoTikn JeBenonMeHT
eHp, KomepciniseliwH, IHK.», CLLA)

3asBHuK - TOB «IHC Pecepuy YkpaiHa»
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