Aoparok

«Mepenik cyTTEBMX MOMPABOK A0 MPOTOKOAMIB K/IHIUHUX BUMNPOOYBaHb, PO3rNAHYTUX Ha 3acigaHHi
HTP Ne 36 Big 17.11.2022, Ha siki 6ynn oTpuUMaHi NO3UTUBHI BACHOBKU €KCNepTiB»

1. OHoBREeHwUi1 po3gin «SAKicTb» [Llocbe AOCNioKyBaHOro /likapCcbKOro 3aco6y HaBiTOKNakc, Bepcis B 6.0
Big 12 BepecHA 2022 poky; KopoTka xapakTepucTuKa nikapcbKoro 3acooby [)akasi (PyKCONITUHIO),
Bepcis Big 18 TpaBHA 2022 poKy A0 NPOTOKONY KNiHIYHOrO AOCNimKeHHS «PaHA0Mi30BaHe noABiliHe chine
nnauebo-KOHTPONIbOBaHe AOC/iIMKEHHA 3 pa3n 3 BMBUEHHA HABITOK/MAKCY B MOEAHAHHI 3 PYKCONITUHIOOM
NOPIBHAHO 3 PYKCOMITUHIOOM Yy nauieHTiB i3 Miesiodpiépo3zom (TRANSFORM-1)», kog, gocnigpkeHHs M16-191,
Bepcis 6.0 Big 31 6epesHs 2022 poky; cnoHcop - «E66BI IHk», CLUA / AbbVie Inc., USA

3anBHuK - «EB6BI BiothapmachkoTikana TM6X», LLseliLapis

2. OHoBneHuii MpoTokon 3 nonpaBkokw 2 Big 19.08.2022 p.; Bpowypa pocnigHuka CNTO01959
(guselkumab), BugaHHa 14 Big 29.08.2022 p.; IHchopmauisa ana naugieHta Ta dopma iHopmoBaHOI
3rogu — NpoTtokon CNTO1959PSA2003, Bepcis 3.0 ykpaiHCbKOI MOBOIO A5 YKpaiHu Big 15.09.2022 p.
[0 NpOTOKOJY K/HIYHOTO JocnifgxeHHs «baraToueHTpoBe, paHAOMi30BaHe, MNoggiiiHe cnine, nnaueb6o
KOHTPO/IbOBaHe KJ/liHiYHe AoC/impKeHHsa 2a dha3n A8 OUiHKA edeKTUBHOCTI Ta 6e3neyvHoCTi Npu3HavyeHol
nigWKipHO KOMGIHOBAHOI Tepanii rycesibkymaby Ta rosimymady y nauieHTiB 3 akTUBHUM McCopiaTUYHUM
apTpuTom», Kog gocnimxkeHHa CNTO1959PSA2003, 3 nonpaskoto 1 Big 06.10.2021 p.; cnoHcop - « AHCCEH
SAPMALEBTUKA HB», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HB», Benbris

3. OHOB/IEHUI NPOTOKOJ K/iHiYUHOro BUNpoGyBaHHA MK-1242-035 3 iHKOpnopoBaHOI0 nonpaBKoto 02
Big 01 cepnHA 2022 poKy, aHrificbkolo MOBOI; 3MiHa Ha3Bu Ta agpecu CnoHcopa; Bpowypa
pocnigHuka Bepiuiryatr (MK-1242/BAY 1021189), BupaHHsa 13 Big 02 cepnHA 2022 poKy, aHINilicbKOO
MoBoto; OHOB/eHUii po3gin gocbe «2.5 CO PREVIOUS CLINICAL TRIAL AND HUMAN EXPERIENCE
DATA», Bepcia 0849TQ, Big 09 BepecHA 2022 poKy, aHrNificCbKOK MOBOIO; OHOBJ/IEHUIA po3ain «2.3.S.
DRUG SUBSTANCE» pocbe pocnimxyBaHOro sikapcbkoro 3acooy MK-1242 VERICIGUAT, Bepcis
084QBZ Big 16 BepecHs 2022 p., aHrniicbkoo MoBOIO; OHOBJ/IeHUI po3ain «2.3.P. DRUG PRODUCT»
[ocCbe aocnigKyBaHoOro nikapcbkoro 3acooy MK-1242 VERICIGUAT, Bepcia 084QBZ Big 16 BepecHs
2022 p., aHrniicbkolw MoBOW; OHoBneHui posgin «P. DRUG PRODUCT PLACEBO» pgocbe
pocnigxyBaHoro nikapcbkoro 3aco6y MK-1242 VERICIGUAT, Bepcisa 084QBZ Big 16 BepecHs 2022 p.,
aHININCbKOIO MOBOIO; 3a/lydYeHHs [04aTKOBUX BUPOGHUUMX ginsaHok: Bayer AG, Werksteil Elberfeld,
Friedrich-Ebert Strasse 217-333, 42117 Wuppertal, Germany; Nuvisan GmbH, Wegenerstrasse
13Ludwigsfeld, Neu-Ulm, Bavaria, 89231, Germany; Nuvisan France SARL., Biot, 2400 Route Des
Colles, BIOT, 06410, France; YkpaiHa, MK-1242-035, IHhopmauis Ta 4OKYyMeHT npo iHhopmoBaHy 3roay
ANna naudieHTa, Bepcia 01 Big 27 BepecHA 2022 p. yKpaiHCbKOK MOBOH; YKpaiHa, MK-1242-035,
IHpopmauiliHKiA NNCTOK | AOKYMEHT Npo iHhopmMoBaHy 3roay Ha MaiioyTHE GiomeAnUHe [OCiAKEHHSA,
Bepcisa 01 Big 27 BepecHs 2022 p., YKpAiHCbKOI MOBOIO; YKpaiHa, MK-1242-035, IHcopmauiiiHnii
JIUCTOK i SOKYMEHT Npo iHPopMOBaHy 3roay Ha He0G0B’AA3KOBUIA NOYATKOBUIA CKPUHIHT, Bepcia 00 Big,
30 BepecHsi 2022 poky, YKpaiHCbKOIO MOBOIO; OHOBNEHUIi 3pa30K MapKyBaHHS /liKapCbKOro 3acooy
Bepiuiryar/nnaue6o: MK-1242_or_Placebo, Bepcisa 2.0 Big 23 uepBHA 2022 poKy, aHrilAiCbKOI Ta
YKpaiHCbKOI0 MOBaMu [0 NMPOTOKO/Y K/iHIYHOrO BUMPObyBaHHA «PaHaomi3oBaHe nnauebo-KoOHTpoiboBaHe
6asoBe KniHiYHe pocnimpkeHHs Il hasn ans ouiHkM edekTMBHOCTI Ta 6e3nekn Bepiuiryaty | MK-1242,
CTUMYNATOPa PO3UYMHHOI ryaHiniaTumknasu, y AOPOC/INX 3 XPOHIYHOK CepLLEBOIO HELOCTATHICTIO 3i 3HMXXEHO0
hpakuieto Buknay», kog gocnipkeHHs MK-1242-035, sepcis 00 Big 14 nunHsa 2021 poky; cnoHcop - «Mepk
LWapn EHA Joym Kopn.», aovipHe nignpuemctBo «Mepk EHA Ko., IHK.», CLLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

3asiBHUK - TOBaApUCTBO 3 06MEXEHOI0 BignoBigasbHICTIO «MC/, YkpaiHa»

byno Crasio
«Mepk Llapn eHO Joym Kopn.», oouipHe | TOB Mepk LLapn eHo fjoym (Merck Sharp & Dohme
nionpuemcmso «Mepk eHO Ko., IHK.», CLUA, | LLC),
(Merck Sharp & Dohme Corp., a subsidiary of | Adpeca: 126 Icm JliHKO/IbH aseHto, r/c 2000,

Merck & Co., Inc., USA), Pageli, Hoto [kepci, 07065, CLLA (126 East
Adpeca: Mepk fpalis, 1, nowmosa ckpuHbka | Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
100, m. Batimxayc-CmeliwH, wumam Hbto- USA)

Axepci, 08889-0100, CLLIA (One Merck Drive,
P.O. Box 100, Whitehouse Station, New




[ Jersey, 08889-0100, USA) [ |

4. OHoBneHun npotokon GLPG0634-CL-227, Bepcia 3.0 3 iHKOpnopoBaHOI0 nonpaBkol 2 Big 09
BepecHs 2022 poky; Bpowypa pocnigHuka ®inrotiHié, BupgaHHA 17 Big 15 nunHAa 2022 poky,
aHrNificbKO MOBOIO [0 MPOTOKOY KAIHIYHOTO AOCAiAKeHHA «PaHgomizoBaHe, noAgiiHe cnine, nnaue6o-
KOHTPO/IbOBaHe JocnimKeHHsA dhasu 2 ons ouiHk1 BNAMBY hinroTiHiGy Ha napameTpu cnepmu y fopoc/nx
YO/I0BIKIB i3 aKTUBHUM pPeBMAaTOIAHUM apTPUTOM, NCOPIaTUUHUM apTPUTOM, aHKiNI03younM cnoHaunitTom abo
[OOPEHTIeHONOMNYHNM aKCiaslbHUM CNOHAWUI0apTPUTOM», KoA AocnimkeHHs GLPG0634-CL-227, sBepcis 2.0 3
iHkopnoposaHoto nonpaskoto 1.0 Big 26 TpasHA 2020 poky; cnoHcop - Galapagos NV, Benbris

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

5. OHoBneHa Opolwypa gocnigHuka, Bepcia 15 Big 23 uepBHA 2022 pOKy aHrNiiiCbKOD MOBOIO;
OHoBneHui IHhopMmauiiiHMIi NUCTOK NaulieHTa Ta hopma iHthopMoBaHoi 3rogu, Bepcisa 7.1 Big 18 nunusa
2022 pOKy aHrniicbKow, POCINCbKOI Ta YKPAiHCLKOK MOBaMu [0 NPOTOKOMY K/IHIYHOIo AOCAIAKEHHS
«baraToLUeHTpoBe, paHAOMi30BaHe, KOHTPO/IbOBaHE aKkTUBHMM MpenapaTtom, MNoABiHe chine, noAgiHe
MacKoBaHe K/iHIYHe [OCNIMKEHHA B napasiesibHUX rpynax i3 BMBYEHHA e(qeKTUBHOCTI, 6e3neyHocTi Ta
nepeHoCcUMOCTi 6e3nepepBHOI NigLLKIPHOT iHdy3ii npenapaty ND0612 nopiBHSAHO 3 NepopasibHUM NPUIAOMOM
IR-LD/CD y naujieHTiB i3 XxBop0o60t0 MNapkiHCOHa, Y AKMX pO3BMBaOTLCA MOTOPHI dhnykTyauii (BouNDless)», kog,
pocnipkeHHa ND0612-317, sBepcia 3.0 Big 11 ntotoro 2021 poky; cnoHcop - NeuroDerm Ltd., Israel (I3painb)
3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

6. ApgmiHicTpatuBHa 3miHa 2 Big 01 nuctonaga 2021 poKy A0 NPOTOKOAY K/iHIYHOrO BUNPOGYBaHHA
M20-259 f0 NpoTOKOAY K/MIHIYHOro BUNPOOYBaHHS «baratoueHTpoBe paHAoMI30BaHe A0C/iaKeHHs 3 thasu,
L0 NpOBOANTLCS Y CNinoMy ANs OuiHOBa4va e(eKkTUBHOCTI PEXUMI 3 METOK BUBYEHHSI picaHKizymady Yy
MOPIBHSAHHI 3 yCTEeKiHymMabom npu AiKyBaHHI AOPOC/MX NAUIEHTIB i3 XBOPO6OK KpoHa cepeaHbOBaXXKOro 4n
B&XXKOr0o CTYMEHI0 TSHKKOCTI, 415 AKUX Tepanis npenapaTamu, WO NPUrHivyTb akKTUBHICTb (hakTopy HEKposy
NyX/MHW, BUSABUNACE HeedheKTUBHOI», koA, focnimkeHHa M20-259, sepcisa 2.0 Big 28 BepecHs 2021 poky;
crnoHcop - «E66BI IHk», CLUA / AbbVie Inc., USA

3asaBHuK - E66BI BiodhapmachtoTikan3 Mv6X, LLseiilapis

7. OHOBNEHWiT NPOTOKOJ1 KNiHiYHOro BUNpo6yBaHHa M14-533 3 iHkopnopoBaHUMU AgMiHICTPATUBHUMU
3miHamu 1, 3, 5, 6, 7, 8 (Tinbku gna KaHagn), 9i 10 Ta Monpaskamu 0.01, 1, 2, 3, 4,5, 6 Ta 7 Big 30 6Gepes3HsA
2022 poky; 3miHa BM3HAY€HHSA LWOAO 3aBepLUEHHS KMiHIYHOro BUNpoOyBaHHA; IHdopmauia ans
nauieHTa Ta iHhopMmoBaHa 3rofa Ha y4acTb Yy HayKOBOMY AOCigKeHHi, Bepcisa 10.0 gna YkpaiHu Big 29
yepBHA 2022 poOKy, YKpPAIHCbKOK Ta pocilicbkolo moBamu; IHdhopmauiiHa KapTka nauieHTa gns
YKpaiHn, Bepcifa 4.0 Big 21 ciuHa 2022 poKy, YKpaiHCbKOIO Ta pociiicbKolo moBamMu; IHchopmauiviHuia
JINCT nauieHTa CTOCOBHO fiii B ymoBax naHAeMiyHoi cutyalii (Takoi sk COVID-19) a6o 6yab-sIKOro
HaA3BUYAHOrO CTaHy, AKUIA BNJIMBA€E Ha yuacTb Y AOC/iAKEHHi, Bepcis ana YKpaiHu Big, 27 nunHa 2022
POKY, YKpaiHCbLKOIO Ta POCilicbkolo MoBaMu; 3pa3oK MapKyBaHHS A[OC/iAKYBAHOro JliKapCbKOro
3aco6y YnapgauutuHio (ABT 494), 30 mr tabneTtku, BKpUTi NNiBKOBOKO 060/10HKOI, 100 TaGneToK,
YKPaiHCbKOIO MOBOIO [0 MPOTOKO/Y KNIHIYHOrO AocnigpkeHHs «baraToueHTpoBe, TpuBase MOAOBXEHE
pocnimpkeHHa 1l a3 3 ouiHkM 6e3neyHocTi Ta eekTUBHOCTI YnagauuTuHioy (ABT-494) y nauieHTis 3
BMPAa3KOBMM KOMITOM», KOA [OCNimAxeHHA M14-533, 3 iHKkopnoposBaHuMu AAMIHICTPaTUBHUMU 3MiHamu 1, 3, 5,
6, 7 18 (Tinbkn ana KaHagw) ta Nonpaskamu 0.01, 1, 2, 3, 4, 5 1a 6 Big 31 nivunHa 2020 poky; cnoHcop - AbbVie
Inc., USA

3anBHuK - «E66BI BiothapmacbktioTikan3 TM6X», LLBeliuapis

8. 3anyueHHA gocnigKyBaHOro flikapcbKoro 3aco6y ToaynTnHio yutpar (CP-690,550-10), po3uuH gnsa
nepopasibHOro sactocyBaHHsa 1 mr/ims, 240 mn, y KOMNAekTi 3 1 nepexigHMKOM AN1A NASILLKA Ta TPbOMa
[03yBa/IbHUMU WNpULaMU A5 NepopasibHOro 3actocyBaHHs. Bupo6Huku: Pharmacia and Upjohn
Company LLC, CnonyueHi LUtatu; Pfizer Inc., Pfizer Worldwide Research and Development,
CnonyueHi LLUtaTtu; Almac Clinical Services, LLC, CnonyueHi LUtatu; Fisher Clinical Services Inc.,
CnonydeHi LWratu; Fisher Clinical Services UK LIMITED, CnonydyeHe KoponisctBo; Almac Clinical
Services Limited, CnonyueHe KoponiBctBo; Pfizer Limited, CnonyuyeHe KoponiBcTBO; 3pasok
MapKyBaHHA AJ1A AOCNiAKYBaHOrO JlikapCcbKOro 3acody TocauuTnHié yutpar (CP-690,550-10), po3uunH
ANA nepopasibHOro 3actocyBaHHs 1 mrimn, 240 mn y KOMNAekTi 3 1 nepexigHUKOM ANA NASLWKK Ta
TPpbOMa [A03yBa/iIbHUMM LWNAPULAMN AN NepopasibHOro 3acTocyBaHHA; [MOAOBXeEHHS TepMiHy
npoBefeHHsA K/iHIYHOro BMNPOGyBaHHA B YKpaiHi Ao 09 KBiTHA 2024 poKy A0 NPOTOKOAY KAiHIYHOro
[ocnimkeHHs «EekTnBHICTb, 6e3neyHiCTb, NepeHOCUMMICTb | hapmakokeHeTumka TodhauynTuHiGy npu
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NiKyBaHHi CUCTEMHOrO HOBEHINIBHOrO igionaTnyHoro apTputy (CkOIA) 3 aKTUBHUMU CUCTEMHUMW MposiBamu y
AiTel Ta nigniTkie», kog gocnigpkeHHs A3921165, 3 iHkopnopoBaHo nonpaskoko 6 Big 09 notoro 2022 poky;
cnoHcop - Mdcpainzep IHk, CLUA [Pfizer Inc, USA]

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

9. 3miHa KOHTpaKTHOI AocnigHULbKOI opraHisauii (3asiBHUKa) B YkKpaiHi Ha TOB «K/IHIYHI
BUMNPOBYBAHHA»; Bpowypa gocnigHuka yonitykcumady, Bepcia 11.0 Big 18 ntotoro 2022 poky,
aHrniiicokolo MoBOl1O; Bpollypa gocnigHuka yonitykcumaoy, Bepcia 12.0 Big 29 nunHAa 2022 poky,
aHrniicbkoto MoBo1o; IHhopmauiliHMii NINCTOK NauieHTa Ta hopma iHchopmoBaHoOi 3rogun, Bepcia 4.0
ANnsa YKpaiHu Big 17 6epe3Ha 2022 p., aHrNiicbKo MOBOLO; IHchopmauiiHuia NTMCTOK NayieHTa Ta hopma
iHcbopmoBaHOi 3roaun, Bepcia 4.0 ana YkpaiHu Big, 17 6epe3Hsa 2022 p., nepeknag yKpaiHCbKOO MOBOIO
Big 04 kBiTHA 2022 poky; IHchopmauiiiHuii nncToK nauieHTa Ta hopma iHhopMmoBaHoi 3roaum, Bepcis 4.0
Ansa YkpaiHu Big 17 6epesHs 2022 p., nepeknap, pociiicbkolo MoBoto Big 30 6epe3HA 2022 poky; 3MiHa
Ha3B MicUub MpPoOBeAeHHA KMiHiYHOro BUNpoOyBaHHs; 3MiHa BiAnNoBifanbLHOro AOCNiAHUKA B MicLi
npoBefieHHs1 KNiHIYHOro BUMPOOGYBAHHA [0 NPOTOKO/Y KIiHIYHOrO AOCHiMKEHHA «BigkpuTe MnofoBXeHe
JocCnimpKeHHS yoNniTyKcumMaoy Y NauieHTiB i3 peuyanBHUM PO3CISHUM CKI1epo30M», KoA, Aoc/impKeHH TG1101-
RMS303, sBepcis 2.2 Bifg 29 yepBHA 2020 poky; cnoHcop - Tifxu TepanbioTuke, IHK., CLUA (TG Therapeutics,
Inc., USA)

3anaBHuK - TOB "KNIHIYHI BUTTPOBYBAHHSA", Ykpaina

CTAJIO

BYNO
K.M.H. XaByHka M.A.
KomyHasibHe HekomepuiiiHe nignpuemMcTBo  «5-a
Micbka KniHiuHa nikapHa M. JIbBOBav,
HeBPOJIOriuHe BigAineHHs, M. JIbBiB

K.M.H. XaByHka M.A.

KomyHasibHe HekomepLinHe niANpUEMCTBO
«JIbBiBCbKe TeputTopuasibHe Megun4yHe
06°egHaHHA «KniHiuHa nikapHA nIaHOBOro
NniKkyBaHHA, peaGinitauii Ta  naniatTuBHOI
Jonomoru», BigoOKpemsieHuii nigpo3gin «5-a
NikapHsa», HeBponoriyHe BiAgfineHHs 3

MeauYHOKO peabinitayietro, M. J/IbBiB

A.M.H., npodp. MawkoBCcbkuii B.M.

KomyHanbHe HekomepuiliHe nignpuemcTtBo «Micbka
KniHiuHa nikapHA Ne3» YepHiBeubKol MiCbKOT
pagun, HeBpoJsiOriyHe BiggineHHsa, Buwwii
AepXaBHUI  HaBUYa/IbHUIA  3aknag  YKpaiHu
«BYKOBUHCBKNIA OepXaBHWi MeaNYHWIA
yHiBEpCMTET», Kadiegpa  HEpBOBUX  XBOPOO,
neuxiatpii Ta MeAnYHOT ncuxosnorii
im. C.M. CaBeHka, M. YepHiBLi

A.M.H., npodp. MaLukoBcbkuii B.M.

KomyHanbHe HekomepLiiHe nignNpUeMCTBO
«UeHTpasibHa  MicbKa  KniHiYHA  nikapHa»
YepHiBeLybKkoi MiCbKOi paau, HeBpoOoriyHe

BiAfiNneHHs, ByKOBUHCHKNIA fepXaBHUA MeanyHWiA
yHiBepcuteT,  Kadeapa  HEpBOBMX  XBOPOO,
ncuxiatpii Ta Megu4YHoT ncuxonorii iMm. C.M.
CaBeHka, M. UepHiBLi

O.M.H., npod. J/InTBrHeHKo H.B.
KomyHasnibHe nignpnemctBo «[llontaBcbka obnacHa

KniHivHa  nikapHa iM.  M.B.  CknidhocoBCbKoro
MontaBcbKOi  06M1acHOi  pagw», HEeBPOJsIOrivyHe
BiAAiNEHHS, YKpaiHCbKa MeguuHa

cTomatonoriyHa akagemisi, kadegpa HepBOBUX
XBOpO6 3 Heiipoxipyprielo Ta MegU4HOLO
reHeTukKoto, M. lNositaBa

O.M.H., npod. /InTBrHEHKo H.B.

KomyHanbHe nianpueMctBo «[MonTtaBcbka o6nacHa
KniHiYHa nikapHs
iMm. M.B. CknigocoBcbkoro NonTtaBcbkoi o61acHOT
paau», HeBPO/IOriyHe BigAineHHs, MonTtaBCcbKui
AepXaBHUA MeAuuHUIA YyHiBepcuTeT, Kadegpa
HepBOBUX XBOPOG, M. MNMosnTasa

BYJIO

CTAJIO

A-M.H., npoc! loraHoscbkmii K.M. |

[depxaBHa ycTaHoBa «HaljioHa/IbHUIA HayKOBWiA
LEHTp pagiadiiHoi  meguumHm  HauioHanbHOT
akagemii - MeAMUYHUX  HaykK  YKpaiHu»,  Biagin
pagjauiiHoi NCMXOHEBPOOril IHCTUTYTY KAiHIYHOT
pagionorii  Ha 6asi Big4iNeHHA  pagiauiiiHol
ncuxoHesponorii, M. Kuis

K.M.H. KonocuHcbka 0.0.

[JepxaBHa ycTaHoBa «HauioHanbHWIA HayKoBWiA
UEHTp pagiaudinHoi  meanumMHu  HaujioHanbHoi
akagemii - MeQMUHMX  HayK  YKpaiHu», Biagin
pagjauiiHoi NCMXOHEBPOOriT IHCTUTYTY KAiHIYHOI
pagionorii  Ha 6a3i BigAdiNeHHs  papgiauinHol
ncuxoHeBposorii, M. Kuis

10. AopaTok fo chopmu iHchopMOBaHOI 3roam nif Yac KPM30BOi cuTyauil B YKpaiHi gna AocnigKeHHsA
W040242, Bepcis 1.0 ansa YKpaiHu yKpaiHCbKOIO Ta pocilicbkotio moBamu Big 12 BepecHsa 2022 p. Ha
ocHoBi Mmalictep-Bepcii flogatka 1 go ®I3 nig yac Kpus3oBoi cuTyauii B YKpaiHi, Bepcia 2.0 Big 15
uepBHA 2022 p. 40 NPOTOKONY KAIHIYHOIO JoCnimKeHHs «baraToLeHTpoBe, paHA0oMi30BaHe, NoAgiliHe chine,



nnaue60-KoHTpoiboBaHe focnimkeHHs |l pasn atesonisymady (aHTU-PD-L1 aHTUTINO) B AKOCTi a4’ t0BAHTHOT
Tepanii nicnsa pagukasibHOro JlikyBaHHSA Yy NauieHTiB 3 MiCLLEBO-NOWMPEHOK M/IOCKOKTITUHHOK KapLMHOMOO
rosI0BM Ta LUKT BUCOKOTO pU3KNKY», Ko focnimkeHHs WO40242, sepcisa 11 sig 04 nuctonaga 2021 p.; cnoHcop
- . XodpcpmaHH-/1a Pow /T4, LWseliyapis

3aaBHMK - TOBApMCTBO 3 0OMEXEHOI0 BiANOBiAasIbHICTIO "Pow YkpaiHa"

11. AopaTok go chopmu iHchopMOBaHOI 3roau nif Yac KPM30BOi cUTyauil B YKpaiHi Ana AocnifKeHHs
WO040324, Bepcia 1.0 gna YKpaiHM YKpPAiHCbKOIO Ta POCilicbKolo MoBamMu Big 15 BepecHsi 2022 p. Ha
OCHOBI MmaiicTep-Bepcii JogaTtka 1 go ®I3 nig yac KprM3oBoi cuTyauii B YKpaiHi, Bepcia 2.0 Big 15
yepBHA 2022 p. OO0 NPOTOKOMY KAiHIYHOrO AocnimpkeHHsA «PaHgomizoBaHe, GaraToueHTpoOBe, Bigkpute,
pocnigpkeHHs Il pa3m 3 gBoma rpynamm fikyBaHHS 4151 OLUiHKM hapMakoKiHETUKM, eDEKTUBHOCTI Ta 6e3neku
nigLWKIpHOro BBeAEHHS GoikcoBaHOI 403U KOMGIHOBaAHOT Mikapcbkoi hopMy nepTy3ymady 3 TpacTtysymabom B
noefHaHHi 3 ximioTepanieto y nauieHTiB 3 HER2-NO3UTUBHUM paHHiM pakoM MOJIOYHOT 3as103U», Kopg,
pocnipkeHHa WO040324, sepcia 2.0 Big 12 xoBTHA 2018 p.; crnoHcop - ®.XohdmaHH-N19 Pow fita,
LLseiiuapis

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

12. IHchopmanis ana nauieHTa Ta iHpopmoBaHa 3rofa Ha yyacTb Y HayKOBOMY AoOChnifgXeHHI Ta
He0O6OB’sI3KOBOMY [OCAIoKeHHI, Bepcia 3 gna YKpaiHu Big 14 BepecHA 2022 poKy, YKpaiHCbKOIO Ta
pPOCIACbKOIO MOBaMu [0 MPOTOKONY KIIHIYHOTO AOC/iMKeHHs «baraToueHTpoBe paHAoMi30BaHe
pocnimpkeHHs 3 hasu, Wo NpoBOAMTLCA Y CAiNOMY A1 OujiHloBava eeKTUBHOCTI PEXMMI 3 METOK BUBYEHHS
picaHKizymaly Yy MOpIBHAHHI 3 yCTeKiHymabom npu NikyBaHHi AOPOCAMX NaLieHTIB i3 XBOpo6ok KpoHa
CepeHbOBAaKKOTO UM BAXKOTO CTYMEHK TSXKOCTI, 418 AKMX Tepanis npenaparamu, O MPUrHibyTb
aKTUBHICTb (hakTopy HEKpPO3y NyX/NHW, BUSBUNACL HEe(EKTUBHOI», KO fochimpkeHHs M20-259, Bepcisa 2.0
Bif, 28 BepecHA 2021 poky; cnoHcop - «E66BI IHk», CLUA / AbbVie Inc., USA

3anBHuK - E66BI BiodhapmacktoTikan3 M'mbX, Lseiiuapis

13. bpouwypa AocnigHuka ComanauyutaH (NNC0195-0092) pocnipxeHHa NN8640 - nedpiumt ropmMmoHy
pocTy y giTeil Ta gopocnux, BugaHHAa 13, coiHanbHa Bepcis 1.0 Big 08 BepecHs 2022 poKy, aHI/1iiCbKOK
MOBOIO [0 MPOTOKOAIB KAiHIYHUX AOCNigXeHb: «PaHOomi3oBaHe, MiXHapoAaHe, 3 akTMBHUM KOHTPOJIEM,
(BigkpuTe), (NoggiiHe cnine) gocnimkeHHs 3 Nigbopy A03M B napanenbHuX rpynax, 3 OUiHKM eeKTUBHOCTI Ta
6e3neyHocTi 3acTtocyBaHHA npenapaTy NNC0195-0092 oavH pa3 Ha TWXAEHb Y MOPIBHAHHI 3 WOAEHHUM
3acToCyBaHHAM npenapaTty ropMoHy pocty (HopaiTponiH® ®dnekcllpo) y giteit npenybepTtaTHOro Biky 3
AediunTomM ropMOHY POCTY, Y SKMX paHille He mpoBoAwsacsa Tepanis npenapatamu ropMOHY POCTy», Kof
pocnipkeHHs NN8640-4172, octaTouHa Bepcis 6.0 Big 19 notoro 2021 p.; «JocnimpkeHHs eddeKTUBHOCTI Ta
6e3nekn 3acTocyBaHHA npenapaty ComanauutaH (Somapacitan) oavH pa3 Ha TWXOEHb Y MOPIBHAHHI 3
LLOAEHHNM 3acTocyBaHHAM npenapaty HopaitponiH® (Norditropin®) y aitein 3 AediuMToM ropMOHY pPOCTy»,
koA pocnigpkeHHs NN8640-4263, chiHasibHa Bepcis 7.0 Big 22 ntoToro 2021 p.; «JocnimpkeHHs 3 nigbopy [osu
ONA OUiHKM eheKTUBHOCTI | 6e3neky 3acTocyBaHHA npenapaty ComanauyutaH (somapacitan) oguH pas Ha
TUXKOEHb Y NOPIBHAHHI 3 3aCTOCYBaHHAM npenapaty HopgaitponiH® (Norditropin®) ogvH pa3 Ha AeHb Y AiTei i3
3aTPMMKOIO POCTY, WO BYy/IM HAPOMKEHI Ma/IMMK AN recTauiiiHOro Biky Ta He Ha3gorHanu y 3pocTi 4O Biky 2
poOKM Ta cTapwe», koa gocnimpkeHHs NN8640-4245, diHanbHa Bepcis 8.0 Big 08 6epe3Hs 2022 p.; CNOHCOP -
Novo Nordisk A/S, Denmark

3asaBHUK - TOB «HoBo Hopgaick YkpaiHa»

14. IHchopmauiiiHuii IUCT NalieHTa CTOCOBHO Aili B yMoBax naHgeMii (Takoi sk COVID-19) a6o iHwux
BaXIMBUX NOAIN, AKi BNAINBAOTb Ha yyacTb Y gocnimkeHHi [IHcopmauiiiHnii nuct pnsa yuyacHuka
KNniHiYHOro BuNpoGyBaHHA], Bepcia 2.0 aona YkpaiHu Big 15 cepnHa 2022 pokKy, YKpaiHCbLKOKO Ta
pocilficbkol0 MOBaMWu [0 MPOTOKONY KAIHIYHOrO JocnimxeHHs «[lporpama paHAoMi30BaHuX, nnaue6o-
KOHTPO/IbOBaHMX MOABIAHMX CAINMX JdochifpkeHb a3n 3 A8 OUiHKM e(PeKTMBHOCTI Ta 6e3neyHoCTi
YnagauuTuHidy y [OpOC/MX Maui€EHTIB 3 akCiaJlbHMM CMOHAUN0ApPTPUTOM i3 MogaibluMM  MEepiofom
NPUMNUHEHHS NiKyBaHHA NPy AOCATHEHHI pemicii», koA aocnimxeHHa M19-944, sepcia 5.0 Big 12 nunHa 2021
POKy; cnoHcop - «E6GGBI IHk», CLUA / AbbVie Inc., USA

3anBHuUK - «E66BI BiothapmacstoTikan3 TM6X», LLBeliuapis

15. IHchbopmauis anAa nauieHTa Ta iHpopMoBaHa 3rofia Ha yyacTb Y HayKOBOMY AOC/iKEHHi Ta
Heo6OB’sI3KOBOMY AlOC/iAKeHHI, Bepcia 8.0 ana YKpaiHu Big 14 BepecHs 2022 poKy, YKpPaiHCbKOIO Ta
pocilicbkolo MoBaMu 0 NPOTOKOJTY KNiHIYHOrO AOCAiMKEHHS «baraToueHTpoBe, paHaoMi3oBaHe, NoABiiHe
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cnine, nnauebo-KOHTPOIbOBaHe 52-TMxHeBe AOCMIMKEHHA NIATPUMYOUOT Ta BiAKPUTOI NPOAOBXEHOIT Tepanil
0N OUiHKM epeKTUBHOCTI Ta 6e3neyYHoCTi picaHKisyMaoy Yy nauieHTiB 3 XBOpo60to KpoHa», Ko AOCiIKEHHSA
M16-000, 3 iHKopropoBaHUMK afMiHICTpaTMBHUMK 3MiHamK 1, 2, 4 Ta nonpaskamn 1, 2, 3,4, 5, 6, 7, 8 Ta 9 Big
26 kBiTHA 2021 poky; cnoHcop - AbbVie Inc., USA

3anBHuK - «EB6BI BiothapmachkoTikan3 TM6X», LLseliLapis

16. IHchopmauifiHnii INCT NaulieHTa CTOCOBHO Aili B ymoBax naHgemii (Takoi sk COVID-19) a60 iHwunx
BaX/IMBUX MOAiN, AKIi BNJMBAaOTb Ha yyacTb Y AocnimkeHHi [IHchopmauliiHuiA nuct gns yvyacHuka
KNiHIYHOro BUNpPOGYBaHHA], Bepcia 2.0 ana YKpaiHu Big 15 cepnHa 2022 poKy, YKpaiHCbKOKO Ta
pOCiiCbKOIO MOBaMW [0 NPOTOKO/Y KIiHIYHOrO BuNpobyBaHHA «PaHaomisoBaHe, noagiliHe chine
pocnipkeHHs, Il casmn, ansa nopiBHAHHA npenapaTy YnagauutuHio (ABT-494) 3 nnaue6o Ta 3
afaniMmymaboM, y nauieHTiB 3 cepeHbOTSHKKO abo TAXKKOK hopmamm akTUBHOIO peBMAaToigHOro apTpuTy,
LLIO OTPUMYIOTL CTabiNbHy 6a3McHY Tepanito METOTPEKCATOM Ta He AOCAINN afeKBaTHOI BiAMNOBIA HA HET», KoL,
pocnipkeHHs M14-465, 3 iHkoprnopoBaHo AamiHicTpaTeHot 3MmiHoto 1 Ta Monpaskamu 0.01, 0.01.01, 1, 2,
2.02, 3,3.01, 4, 4.03, 5, 6 Ta 7 Big 20 nuctonaga 2020 poky; cnoHcop - AbbVie Inc., USA

3anBHuK - «EB6BI BiothapmachkoTikan3 TM6X», LLseliLapis

17. InchopmaunifiHnii INCT NauieHTa CTOCOBHO Aili B ymoBax naHgemii (Takoi sk COVID-19) a60 iHwunx
BaX/IMBUX MOAiNA, AKIi BNJMBAaOTb Ha yyacTb Y AocnimkeHHi [IHopmauliiHuiA nuct gns yvyacHuka
KNiHIYHOro BUNpPOGYBaHHA], Bepcia 2.0 ana YKpaiHu Big 15 cepnHa 2022 poKy, YKpaiHCbKOKO Ta
POCIACbKOIO MOBaMW [0 MPOTOKO/Y K/IHIYHOrO Joc/imkeHHs «PaHfomizoBaHe, MOABiHe chine
pocnimpkeHHs, |l dhasu, gna nopiBHAHHS Npenapaty YnagauyntuHio (ABT-494) 3 nnayebo Ta 3 aganimymabom
Y NaLiEHTIB 3 aKTVBHWUM NCOPiaTUYHMM apTPUTOM, SIKi MatoTb B aHaMHe3i HeafekBaTHY BiANOBIAb NPUHANMHI Ha
04VH HebionoriyHniAi XBopob6o-mMoamndikytoumnin npotTupeematuyHmii npenapat (XMIMPM) — SELECT — PsA 1»,
KoZ, gocnimkeHHsa M15-572, 3 iHkopnopoBaHUMK agMiHICTpaTUBHUMK 3MiHamMKn 1, 2, 3, 4, 5, 6 [415 TOHKOHTY
(KuTaii)], 7 i 8 Ta NMonpaskamu 1, 1.01 (gnsa VHP kpaiH) 2, 3, 4, 5, 6 Ta 7 (an4 BCix KpaiH Kpim AnoHii) Big 30
ciyHa 2021 poky; crnoHcop - AbbVie Inc., USA

3anBHuK - «EB6BI BiothapmachkioTikani3 TM6X», LLseliLapisa

18. KopoTka xapaKrepucTuka fikapcbkoro 3acody Rybelsus Big 23 uepBHA 2022 p., aHIIiNCbKOO
MOBOIO 10 NMPOTOKOAIB K/IHIYHMX AOCNigXeHb: «PaHaoMi3oBaHe NoaBiiHe crine nnaue60-KOHTPOIbOBaHe
KNiHiYHEe AOCNigXeHHS, WO BMBYAE epeKTUBHICTb Ta 6e3neKy 3aCTOCyBaHHS NepopasibHOro cemarnytTugy y
naLieHTiB i3 noyaTKoBo cTagieto xBopobu Anburerimepa (EVOKE plus)», kog, gocnimpkeHHs NN6535-4725,
thiHanbHa Bepcisa 6.0 Big 25 nuctonaga 2021 p.; «PaHgomizoBaHe noAgiliHe chine nnaue60-KOHTPOIbOBaHe
KNiHiYHe JocCnimKeHHs, WO BMBYAE epekTUBHICTL Ta 6e3mneKy 3acTOCyBaHHA nepopasibHOro cemarnytTugy y
nauieHTiB i3 MOYaTKOBOK CcTafieto xBopobu Asnbureiimepa (EVOKE)», koa pocnigkeHHs NN6535-4730,
thiHanbHa Bepcisa 6.0 Big 25 nuctonaga 2021 p.; cnoHcop - Novo Nordisk A/S, Denmark

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

19. OHOBEHMIT NPOTOKO KNiHIYHOTrO BUNPOoGyBaHHA G1T28-207, Bepcis 4.0 Big 30 cepnHa 2022 poky
[0 nNpoTOKoAy KhiHiyHoro pgocnigpkeHHs «PRESERVE 1: ®dasa 3, paHgowmizoBaHe, MoABiiiHe chine
OOCiMKEHHST TPUNALMKIIOY Yy NOPIBHSHHI 3 Nfaue6o0 y nauieHTiB, SKi OTpMMYOTb Tepanito i3 3aCTOCYBaHHAM
FOLFOXIRI/6eBaumnsymaby pnns nikyBaHHs MeTacTaTUYHOIO KOJSIOPEKTAsSIbHOrO paky», Kog AOCNiaAXeHHs
G1T28-207, Bepcisa 3.0 Big 07 nvnHsa 2021 poky; cnoHcop - G1 Therapeutics, Inc., United States

3asBHUK - NignpremcTso 3 100% iHo3eMHoI iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

20. bpouwypa pgocnigHuka Acalabrutinib, ACP-196, CALQUENCE® (D8220000000), BupgaHHs 11.0 Big 21
noToro 2022 poky, aHrnificbKoo MoBOK; IHopMauUiiHMIA INCT aNA naudieHTa i popma iHchopmoBaHoOi
3roau, Bepcia gna Ykpaiim 10.1.1 Big 22 uepBHA 2022 poOKy, YKPAiHCbKOIO Ta POCIifiCbKOIO MOBaMW;
3asaBa npo BignosigHicTb HanexHoi KnidiuHoi MpakTuku (GCP), Acalabrutinib (Calquence®, ACP-196)
Bif 9 6epe3HA 2022 poOKy, aHI/1iiCbKOK MOBOIO [0 MPOTOKOJY KNIHIYHOTO AOC/IMKEHHS «PaHoMi30BaHe,
noagiiHe-cnine, nnauebo KOHTPO/IbOBaHe, baraToLueHTPoBe AOCiIMKEHHS (ha3m 3 3 OLiHKM GeHAAMYCTUHY Ta
putykcumaoy (BR) okpeMo Yy MOpIBHSHHI 3 iX KOMOIHAUiE 3 akanabpyTuHioom (ACP 196) y naujieHTiB 3
MaHTIHOKNITUHHOK NiIMC)OMOI0, K paHile He oTpuMyBann NikyBaHHS», Koa gocnipkeHHs ACE-LY-308, 3
iHKoprnopoBaHo nonpaskoto, Bepcia 3.0 Big 08 uepBHA 2020 poky; cnoHcop - Acerta Pharma BV,
Higepnangu

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»



21. 3miHa BignosigasbHOro AocnigHuka y Mmicui npoBefeHHs KNiHIYHOro BUNPOOYBaHHA Ta 3MiHa
HasBU Micua MpoBefeHHs KNIHIYHOro BUMPOOGYBAHHA [0 MNPOTOKO/Y K/IIHIYHOMO  AOCHIIKEHHSA
«PaHpomizoBaHe, noggiiHe cnine pocnigpkeHHs, |l da3u, gns nopiBHAHHA npenapaTy YnagauWuTUHIO
(ABT-494) 3 nnauebo 1a 3 ajasiimymadboM y NauieHTiB 3 akTUBHUM NCOPIiaTUYHUM apTPUTOM, SKi MaloTb B
aHamHe3i HeagekBaTHy BigMnoBiAb NPWHaMHI  Ha oOAWH  HeGIoNOoriYHWMI  XBOPOBO-MOANIKYOUNi
npotupeBmatuuHuii npenapat (XMMPM) — SELECT - PsA 1», kog pocnigxeHHs M15-572, 3
IHKOPNOpOBaHUMU afgMiHICTpaTMBHMMM 3MiHamu 1, 2, 3, 4, 5, 6 [gna FoHkoHry (Kutaid)], 7 i 8 Ta MNonpasBkamu 1,
1.01 (gna VHP kpain) 2, 3, 4, 5, 6 Ta 7 (an4 Bcix KpaiH kpim AnoHii) Big 30 ciuHsa 2021 poky; cnoHcop - AbbVie
Inc., USA

3anBHuUK - «E66BI BiothapmacstoTikan3 TM6X», LLBeliuapis

BY/N1O CTANO
A.-M.H., npod). BopTtkeBuu O.I1. K.M.H. AgapiueB B.B.
[epxaBHa ycTaHoBa «HauioHanbHWiA HaykoBuin | [epXaBHa ycTaHOBa «HaLioHa/IbHWUIA HAyKOBWIA LLEHTP
LEHTp «IHCTUTYT Kappgionorii imeHi akagemika | «IHCTUTYT Kappgionorii, KNiHiYHOT Ta

M.A. Crpaxecka» HauioHanbHOI akagemii | pereHepaTMBHOI MeAULUMHM  iMEHi  akapeMika
MeOUYHUX HayK YKpaiHu, Bigain HekopoHapHux [ M.AO. CTpaxecka» HauioHasbHOT akageMil MegnyHmx
XBOPO6 cepus Ta peBMaTonorii, M. KuiB HayK YKpaiHu», BigAiIeHHA HEKOPOHapHUX XBOPOO
cepus, peBMmartoJsiorii Ta Tepanii, M. Kuis

22. IHchopmauis gna nauieHta Ta iHpopMoBaHa 3rofa Ha yyacTb Y HayKOBOMY AOCAIMKEHHI Ta
HeOGOB’sAI3KOBOMY AocnimKeHHi, Bepcia 5.0 pna YkpaiHu Big 05 »xoBTHA 2022 poKy, YKPAiHCbKOIO Ta
pocilicbkolo moBamu; IHchopMauiiiHMIA NUCT naulieHTa CTOCOBHO Aili B ymoBax naHgemii (Takoi fiK
COVID-19) a60 iHWUX BaX/IMBUX MOAIN, AKi BNAMBaKOTb Ha yyacTb Y AgocnimkeHHi [IHcopmauiiiHuii
JINCT pNA yyacHUKa KNiHIYHOro BUNpooOyBaHHs], Bepcia 2.0 ana YkpaiHu Big 15 cepnHAa 2022 poky,
YKpPaiHCbKOK Ta POCilicbKOo MOBaMW [0 NPOTOKO/Y KMiHIYHOro AochimpkeHHs «PaHaomi3oBaHe noAgiliHe
cnine nnauebo-KkOHTPONbOBaHe AOCAIMKEHHA 3 a3 3 BUBYEHHSA HaBITOKMAKCy B MNOEAHAHHI 3
PYKCOMITUHIOOM MOPIBHAHO 3 PYKCOMITUHIOOM Yy nauieHTiB i3 Mienodioposom (TRANSFORM-1)», kof
pocnipkeHHa M16-191, sepcia 6.0 Big 31 6epesHsa 2022 poky; cnoHcop - «E66BI IHk», CLUA / AbbVie Inc.,
USA

3anBHuK - «EB6BI BiothapmachkoTikan3 TM6X», LLseliapis

23. Frno6anbHa Bpowypa gocnigHuka Bepgonisyma6 (MLN0002), BugaHHA 26 Big 18 nunHa 2022 poky,
aHrNificbKol MOBOK; 3MiHA Ha3BWU MicusA MPOBEeAEHHA BUMPOOYBaHHA [0 MPOTOKOY K/HIYHOro
pocnimpkeHHs «Bigkpute gocnigkeHHs da3n 3b ans ouiHKM AOBrocTPOKOBOI 6e3neYvHOCTi Ta e(peKkTUBHOCTI
BeAoNi3ymady Ansi NigWKipHOro BBEAEHHS Yy NauieHTIB 3 BUPA3KOBMM KOMITOM Ta XBOPOO0t KpoHa», Kopg,
pocnigpkeHHss MLN0002SC-3030, iHkoprnopoBaHuii nonpaekoto 10 Big 20 >»koBTHA 2020 poKy; CMAOHCOp -
«Takena [esenonmeHT CeHTep HOpon Jita.» (Takeda Development Centre Europe Ltd.), CnonydyeHe
KOpONiBCTBO

3anBHWK - NignpuemcTso 3 100% iHo3eMHol0 iHBecTULjeo «ANK'HOBIA PC YkpaiHa»

BYNO CTANO
4.M.H. Focnogapcbkuid 1.41. 4.M.H. Focnogapcbkuid 1.41.
KomyHanbHuii 3aknag TepHoninibCcbKoi 06nacHoi | KoMyHasibHe  HekoMepuiliHe  NignpPUEMCTBO
pagu «TepHoninbCbKa YHiBepcuteTCcbKa | «TepHONi/iIbCbKa OO6GslacHa KMiHiUHA JliKapHA»
nikapHa», O6nacHUiA UEeHTp racTpoeHTeponorii 3 | TepHONiNbCbKOI o6GnacHoi pagu, O6nacHwui
renaTosiorieto, M. TepHoninb LEHTP  racTpoeHTeposiorii 3  renartosorieto,
M. TepHoninb

24. flonoBHeHHsA 1 o Popmu iHchopmoBaHoOiI 3roan ana pocnipkeHHsa WA21493/ACT4422g y 3B’A3Ky 3
KPpU30BOIO cutyauiero B YKpaiHi, Bepcia V2.0UKR(uk)1.0 Big 11 xoBTHA 2022 poKy, nepeknag
YKpaiHCbKOIO MOBOIO Big, 19 )XoBTHA 2022 poky; AlonoBHeHHA 1 o ®opmu iHchopmMmoBaHOi 3roau Ans
pocnipkeHHa WA21493/ACT4422g y 3B’A3KY 3 KpU30BOIO cuTyauielo B YKpaiHi, Bepcisa V2.0UKR(ru)1.0
Big 11 oBTHA 2022 poky, nepeknag pociiicbkolo MOBOLO Bif 19 »XOBTHA 2022 poKy [0 MPOTOKO/Y
KNiHIYHOrO pocnimxeHHs «baraToueHTpoBe, paHAoMi30BaHe YacTKOBO C/line AOCNIMKEHHS Yy napanesibHuUX
rpynax cpasu I, koHTponbLoBaHe No nnauebo Ta ABOHeKCY®, AN BU3HAUYEHHSA [03YBaHHA 3 METOH OLHKM
e(heKTMBHOCTI, L0 BUMIPIOETLCA 3a YpaXeHHAMM roNNI0BHOro MO3Ky 3a gonomoroo MPT, Ta 6e3ne4HocTi ABOX



[Oo3yBaHb  OKpenisymady [And nauieHTiB, WO cTpaxgalwTb Ha PPPC», «kog  AochimkeHHs
WA21493/ACT4422g, Bepcia L Big 18 nuctonaga 2021 poky; crnoHcop - ®. Xoddpman-Sla Pow /14
(Hoffmann-La Roche Ltd), LBeiiuapis

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

25. MonpaBka 5 Ao flocbe pocnigkyBaHoro nikapcbkoro 3aco6y SEP-363856, Biag 12 )xoBTHA 2022 poKy,
AHINIACBbKOI0 MOBOIO; MOAOBXEHHA TEePMiHY NPUAATHOCTI AOC/iAKYBaHOro JliKapCbKOro 3acoby
SEP-363856, Ta6netku, 50 mr, 75 mr ta 100 mr go 60 MicsAuUiB; NOJOBXEHHA TePMiHY NMPUAATHOCTI
BigNOBIigHOIro niaue6o [0 AochigKyBaHOro nikapcbkoro 3acoby SEP-363856 go 72 wmicAudiB a0
NPOTOKONIB  KAIHIYHWX  AocnimpKeHb: «PaHaomisoBaHe, noagiiHe cnine, niaueb0-KOHTPONbOBaHe,
GaraToLEeHTPOBE AOCAIMKEHHS, LLIO MPOBOANTLCS B NapanieNbHMX rpynax, i3 3actocyBaHHAM (hikCOBaHUX 403
ONs OUiHKM edbekTUBHOCTI Ta 6e3neyvHocTi npenapaty SEP-363856 y nauieHTiB i3 WM30dPEHIED ¥ FOCTPOMY
NCUXOTUYHOMY eni3ofi», ko gocnimpkeHHa SEP361-301, sepcis 4.00 3 iHKOPNOpPOBaHOO CYTTEBOIO NOMNPAaBKOI0
3.00 Big, 26 ciuHa 2021 poky; «BigkpuTe poswmpeHe AocnifpKeHHA 415 OLiHKA 6e3MeYHOCTi Ta NePeHOCUMOCTI
npenapaty SEP-363856 y naujieHTiB i3 LWM30peHieto», kog gocnimpkeHHsa SEP361-303, sepcia 3.01 3
iHKOpNopoBaHo HecyTTeBO nonpaskoto 2.00 Big 25 ciuHa 2021 poky; «PaHaoMi3oBaHe, noAgiiHe cnine,
nnauebo-kOHTPO/IbOBaHe, 6GaraToLeHTPOBE AOCAIMKEHHS, WO NPOBOAMTLCA B NapanenbHux rpynax, i3
3aCTOCYBaHHAM PiKCOBaHWX 003 O OUiHKM ed)eKTMBHOCTI Ta 6e3neyHocTi npenapaty SEP-363856 vy
Navi€HTIB i3 LWM30PEHIEID Y TOCTPOMY MCUXOTUYHOMY €ni3osi», kof, focnimpkeHHA SEP361-302, sepcida 3.00 3
iHKOpropoBaHoto cyTTEBOK nonpaskot 2.00 Big 26 ciuHa 2021 poky; cnoHcop - «CyHOBIOH ®apmachioTikasc
IHK.» (Sunovion Pharmaceuticals Inc.), CLLA

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

26. bpouypa gocnigHuka VIR-2218, BugaHHsA 4 Bifg, 27 TpaBHsa 2022 p., aHrniiicbkoro MoBoto; Bpouypa
pocnigHuka VIR-3434, BugaHHsa 2 Big 25 tpaBHA 2022 p., aHrnificbkoo MoBoto; floaatok 1 Big 17
uepBHA 2022 p. Ao Bpowypwu gocnigHuka VIR-2218, BugaHHsa 4 Big, 27 TpaBHA 2022 p., aHINiliCbKOO
MoBolo; [locbe AocnifxyBaHoro nikapcbkoro saco6y VIR-2218, Bepcia 7.0 Big 27 tpaBHa 2022 p.,
aHrNincbKo MOBOIO; locbe [OCAifAKYBAHOIO flikapcbkoro 3aco6y VIR-3434, Bepcis 6 Big 30 uepBHA
2022 p., aHrniiicbkolo MoBoOlO; MoAOBXEHHA TepMiHy NpPUAATHOCTI AOCAIAKYBAHOIO NiKapCbKOro
3aco6y VIR-2218 po 60 wmicsuiB; MNogoBXeHHA TepMiHy NMPUAATHOCTI AOC/IAKYBaHOro NiKapCbKoro
3aco0y VIR-3434 po 42 wmicsuiB; VIR-2218-1006 (gocnigxeHHa MARCH) OcHoBHa IHcopmauis ans
naudieHTa Ta cdopma iH(hopMOBaHOI 3rogun, aHrNilicbKol MOBOI ANA YKpaiHu, Bepcia 7.0 Big 19
BepecHs 2022 p. Ha OCHOBI MiXXHapoaHOiI 6a3oBoil PI3 AN OCHOBHOIO AocnimkeHHs, Bepcia 7.0 Big 30
yepBHA 2022 p.; VIR-2218-1006 (aocnigxeHHs MARCH) OcHoBHa IHthopMmauis ana nadieHTta Ta coopma
iHbopMOBaHOI 3roau, yKpaiHCbKOK0 MOBOIO A1l YKpaiHu, Bepcia 7.0 Big, 19 BepecHA 2022 p. Ha OCHOBI
MiXkHapoaHoi 6a3oBoi ®PI3 aoNnA ocCHOBHOro pgocnigkeHHs, sepcisa 7.0 Big 30 uepBHsa 2022 p.; VIR-2218-
1006 (gocnimpxeHHs MARCH) OcHoBHa IHchopmauis ana nauieHTa Ta popma iH(popmoBaHOI 3roau,
pociiicbKolo MOBOIO AJisl YKpaiHu, Bepcisa 7.0 Big 19 BepecHs 2022 p. Ha OCHOBI MiXXHapogHoi 6a30BoT1
®I3 aNns OCHOBHOrO AocnimxeHHA, Bepcia 7.0 Big 30 yepBHA 2022 p.; VIR-2218-1006 (gocnimxeHHA
MARCH) Indopmauia ana nauieHta Ta dopma iHpopMoBaHOI 3roau Ha 36ip AaHUX NpPO BariTHY
nauieHTKy abo BariTHy NapTHepKy nauieHTa Ta HOBOHApOMKEHY AUTUHY | HEMOBIS, aHrAilCbKOKO
MOBOIO A/ YKpaiHu, Bepcia 6.0 Big 19 BepecHs 2022 p., HA OCHOBI MiXXHapogHOiI 6a3oBoi PI3 Ha
PO3KPUTTA AaHUX NPO BariTHiCTb, Bepcia 6.0 Big 30 uepBHA 2022 p.; VIR-2218-1006 (gocnigkeHHA
MARCH) IHchopmania gna nauieHta Tta ¢hopma iHthopMoBaHOI 3rogyM Ha 36ip AaHUX MPO BariTHY
nauieHTKy abo BariTHy napTHepKy naui€eHTa Ta HOBOHapoOKeHy AUTUHY | HEMOBA, YKPAiHCbKOIO
MOBOIO AnA YKpaiHn, Bepcia 6.0 Big 19 BepecHAa 2022 p., Ha OCHOBI MiXHapogHoi 6a30Boi PI3 Ha
PO3KPUTTA AaHMX MPO BariTHiCTb, Bepcia 6.0 Big 30 uepBHA 2022 p.; VIR-2218-1006 (gocnimkeHHA
MARCH) Indopmauia ana nauieHta Ta dopma iHpopMoBaHOI 3roau Ha 36ip AaHUX NpPO BariTHY
nauieHTKy a6o BariTHy MapTHepKy nauieHTa Ta HOBOHapOMKeHy AUTUHY | HEMOBNSA, POCIACbKOIO
MOBOIO A/A YKpaiHu, Bepcisa 6.0 Big 19 BepecHs 2022 p., HA OCHOBI MiXHapogHoOi 6a3oBoi I3 Ha
pPO3KPUTTA AaHuX MNpo BariTHiCTb, Bepcia 6.0 Big 30 4yepBHA 2022 p. OO0 MPOTOKONY KNiHIYHOIO
BUNPOBYBaHHA «[JocnigxeHHs ha3n 2 aNA OUiHKW 6e3MeYyHOCTi, NepeHOCUMOCTI Ta eqpekTUBHOCTI KOMOIHaLT
npenapatis VIR-2218 i VIR-3434 y naujieHTiB i3 XPOHIYHMM BIpyCHUM renatutoMm B», koA AocnimkeHHSs
VIR-2218-1006, noyatkoBa Bepcid Big 12 nwotoro 2021 p.; cnoHcop - «Bip biotekHonomku, IHk.» (Vir
Biotechnology, Inc.), United States

3asaBHUK - ToBapncTBO 3 O6MeXeHOo BignosiganbHiCcTiO «KoHTpakTHO-ocnigHnupka OpraHisauis IHHodhapM-
YkpaiHa»

27. bpouwypa gocnigHuka CNTO1959 (guselkumab), BupgaHHa 14 Big 29.08.2022 p. [0 NPOTOKOSY
KMiHIYHOrO AocnimpkeHHs «baraTtoueHTpoBe, paHAoMi3oBaHe, MoAgiliHe crine, nnauebo KOHTpoNboBaHe, B
napanenbHUX rpynax KniHiyHe AocnifpkKeHHs rycesibkyMmaoy y nauieHTiB 3 akTUBHUM BOBYAKOBUM HECDPUTOM>,
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kog pocnipkeHHs CNTO1959LUN2001, 3 nonpaskoto 4 Big 24.05.2022 p.; cnoHcop - «AHCCEH
SAPMALIEBTUKA HB», benbris
3asBHuK - « AHCCEH ®APMALIEBTVIKA HB», benbris

28. OHoBeHa Gpowypa gocigHuka 3 npenapaty KBusaptuHio, Bepcis 16.0 Big 08 cepnHsa 2022 poky;
CraHpgapTHa chopma iHchopmoBaHOI 3roau ANA YKpaiHU aHrniicbkow MoBoto, Bepcis 10.0 Big 12
BepecHsa 2022 poky; CtaHgapTHa chopma iHPOpPMOBaHOI 3roau Ans YKpaiHU aHrMiicbKO0 MOBOIO,
Bepcin 10.0 Big 12 BepecHA 2022 poKy, NepeKniageHo Ha YKpaiHCbKY MOBY Aisl YKpaiHu 03 )koBTHA 2022
poky; CtaHgapTHa (popma iHhopmoBaHOi 3rogun Ana YKpaiHu aHrniicbKoo MoBolo, Bepcia 10.0 Big 12
BepecHs 2022 poKy, NnepeKnageHo Ha PoCiicbKy MOBY Aisl YKpaiHu 03 »XoBTHSA 2022 poKy [0 NPOTOKO/Y
KniHiYHOro BunpobyeaHHA «lMoaBiHe cnine, nnauebo-KOHTPOIbOBaHE AOCAIMKEHHS dha3n 3 NS BUBYEHHS
3aCTOCyBaHHS KBU3apPTUHIGY Yy NOEAHAHHI 3 iHAYKLiAHO | KOHCOMIAAL|IHO XiMioTepanieto, a TakoxX y BUrns i
NPOAOBXEHHSA Tepanii y nauieHTiB Bikom Big, 18 fo 75 pokiB i3 Bnepwe BusaneHuMm FLT3-ITD-No3nTMBHOIO
roctpoto MienoigHoto neikemiero (QUANTUM First)», ko gocnimkeHHs AC220-A-U302, sepcia 7.0 Big 26
TpaBHs 2021 poky; cnoHcop - Aaiiivi CaHkio, IHk., [Daiichi Sankyo, Inc.], Cnonyueni ltatn Amepuku

3anBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiANOBigabHICTIO «/TABKOPI KNIHIKA/T AEBE/TIONMEHT YKPAIHA»

29. 3miHa Ha3BU MicUsA NPOBEAEHHS KiHIYHOro BUNPOGYBaHHA [0 NPOTOKO/TY KNIHIYHOTO AO0CAIAKEHHS
«JJoCNiMHKEeHHS MPUNMHEHHS Tepanii amiHocaniyunaTaMu Mpu HeakTuBHI XxBOpo6i KpoHna (STATIC):
paH4oMi30BaHe, BiAKpUTe SOCAIMKEHHSA HE MEHLLOT eDEKTMBHOCTI», Ko4 focnigpkeHHs RP1610, nonpaska 03
(Non-UK) Big 02 »oBTHA 2020 p.; cnoHcop - AniMmeHTiB, IHK./Alimentiv Inc., KaHaga

3asaBHUK - TOB «biomanac», YkpaiHa

BY/NO CTANO
O.M.H. Focnogapcbkuii 1.4. O.M.H. FTocnogapcbkuin |.4.
KomyHanbHe HekomepLiiHe nignpuemcTBo | KomyHanbHe  HEKOMepLjiiHe  niANpPMEMCTBO
«TepHoninbCcbKa YHiBepcuteTcbKka nikapHa» | «TepHONiNbCbKa o6/1acHa KiHiuHa NikapHsa»

TepHoninbcbkoi obnacHoi pagu, O6nacHuii  UeHTp | TepHoninbCcbkoi o6nacHoi paau, O6nacHuiA
racTpoeHTeposIoril 3 renaTosiorieto, racTPOEHTEPO/IONYHE | LEHTP racTpoeHTeposorii 3 renartosiorieto,
BigAiIeHHA, M. TepHoni/b racTpoeHTeposIorivyHe BigaineHHs, M. TepHonifb

30. 3miHa Ha3BU MicLs NMPOBeAEHHSA K/IHIYHOro AOCAIMKEHHS [0 MPOTOKO/Y KAIHIYHOrO AOCNiMKEHHSA
«PaHgomizoBaHe, NoggiiHo cnine, nnaueb0-KOHTPOSIbOBaHE [OCMIMKEHHS 3 BIAKPUTUM NOSasIbLUMM €Tarnom 3
OL|iHKM ePEKTUBHOCTI Ta 6€3Me4HOCTI 3aCTOCYBaHHSA NpenapaTty aBarpomoéonar y flikyBaHHi TPOMOOLMUTONEHIT,
BMK/IMKAHOI XiMioTepanieto, y NauieHTiB i3 HEreMaToIONYHUMM 3M0SKICHMMW MYX/IMHAMK B aKTUBHI hopmi»,
koa pocnimpkeHHa AVA-CIT-330, pegakuis 2.0 / nonpaBka 1 Big 04 kBiTHA 2019 p.; cnoHcop - "Co6i
IHkopnopeliten" [Sobi, Inc.], CLLA

3asBHuK - TOBAPUCTBO 3 OBMEXXEHOLO BIAMOBIAAILHICTHO «Ml EC AV-YKPAIHA»

BYNO CTANIO

K.M.H. TpyxiH [.B. K.M.H. TpyxiH [.B.

KomyHanbHa yctaHoBa «Opecbkuii oGnacHuili | KomyHasibHe  HeKomepuiiiHe  nignpuemcTBO

OHKOJIOTIYHMI pucnaHcep», cTauioHap AeHHoro | «OgecbKuit perioHanbHWi KNiHIYHWI

nepebyBaHHA AVCNaHCepHO-NOMIKNIHIYHOMO | NPOTUNYX/IMHHWUIA LUeHTP» OfeckbKoi 061acHoT paau,

BigaineHHs, M. Ogeca cTauioHap fAeHHoro nepebyBaHHA AMcnaHcepHo-
NoJiKIIHIYHOTO BigaineHHsa, M. Ogeca

31. Nluct-pos’sicHeHHs BiA 06 )XOBTHA 2022 poKy A0 NPOTOKO/Y KiiHiYHOro Bunpo6ysaHHA TARA-002-
101, Bepcisa 2.0 Big 23 uepBHA 2022 pPOKy, aHrNiAICBLKOO MOBOK [0 NPOTOKO/Y KAIHIYHOIO AO0CAIAKEHHS
«®asa la/b, BigkpuTe AOCNILKEHHS 3 NOLYKY ONTUMa/IbHOI 403U 3 METOK OLHKW 6E3MeYHOCTI | TOKCUYHOCTI
iHCTMAALIA cedoBoro Mixypa npenapatom TARA-002 y nopocnux nauieHTiB i3 M'A30BO-HEIHBA3MBHUM PakoMm
CEY0BOro Mixypa BMCOKOro CTyneHsl 3/105KiCHOCTI», ko, pocnimkeHHss TARA-002-101, Bepcia 2.0 Big 23
yepBHA 2022 poky; crnoHcop - MNpotapa Tepan'toTikc, IHK. [Protara Therapeutics, Inc.], United States of
America

3asaBHuK - TOB «<APEHCIA EKCIMIOPATOPI MEAICIH», YkpaiHa



32. OHOBNEHUIT NPOTOKOJ1 KNiHiYHOro BMNpoGyBaHHA GS-US-418-4279, nonpaBka 6 Big 09 BepecHs
2022 poKy aHrnificbkolo mMoBoOl; Bpouwypa pocnigHuKa AocnifgKyBaHOro JliKapCbKoro 3acooy
®dinroTiHi6 (GS-6034), BupgaHHa 17 Big 15 nunHA 2022 poKy aHrMiicCbKOK MOBOK A0 MNPOTOKO/Y
KMiHIYHOTO JocnigpkeHHs «PaHgomi3oBaHe, NoABiNHO-cAine, niaueb60-KoOHTPO/IboBaHe AOCAiMpKEHHA has3n 2
ONS OUJHKM TeCTUKYNAPHOI 6e3neyHocTi (pinroTiHiGy B [OPOC/MX YOJIOBIKIB i3 aKTUBHUMU 3anasibHUMU
3axXBOPHOBAHHAMM KULLKIBHUKA Bif, MOMIPHOIO 4,0 BXXKOro CTYMEHKO TSXKKOCTI», KoA, focnimpkeHHA GS-US-418-
4279, nonpaska 5 Bif 27 yepBHA 2022 poky; crnoHcop - Galapagos NV, benebris

3asBHuKk - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBLIOTIKAT PICEPY
ACCOYLUVNENTC YKPAIHA» (TOB «®PA YKPATHA»)

33. OHOB/eHU NPOTOKON KNiHiuHOro Bunpo6yBaHHA XPF-008-201, Bepcisa 6.0 Big 05 cepnHAa 2022
POKy, aHIMiicbKOK MOBOIO; 3arasibHa 6powypa gocnigHnka XEN1101, Bepcis 6.0 Big 04 cepnHs 2022
POKy, aHrnilicbKoto MOBOHO; IHchopmauia ana nauieHTa Ta Popma iHhopmoBaHOi 3rogu, ANnA YKpaiHu,
Bepcis 4.0 Big 22 BepecHA 2022 poKy, Ha ocHOBI maiictep INPI3, Bepcia Big 12 BepecHA 2022 poky,
aHrNiACbKOK Ta YKpaiHCcbKow MoBamu; foaatok po IHcdopmauii ansa naugieHta T1a dopmun
iHdhopMoBaHoi 3rogu, ana YKkpaiHu, Bepcia 4.0 Big 22 BepecHsi 2022 poKy, Ha OCHOBI mavictep INM®PI3,
Bepcia Big 12 BepecHs 2022 pokKy, aHIMiACbLKOIO Ta YKpaiHCbKO MoBamMu; MpPoAOBXEHHS TEPMiHY
NpoBeAEeHHA K/iHIYHOro BUMNPOOYBaHHA B YKpaiHi Ta B YCiX KpaiHax, Ae NpPOBOAUTLCSA KJliHiUHe
BUNPOGYBaHHA A0 5 pokiB 6 micAuiB; 3miHa Micus NpPoBeAEeHHS K/MIHIYHOrO BUMNPOOYBaHHA [0
NPOTOKONY  KIHIYHOroO BMNPobOyBaHHs «PaHaomizoBaHe, MoABiliHe-cnine, nnauebo-KoHTPOiboBaHe,
GaraToLEeHTPOBE AOC/IMKEHHS AN OLiHKK 6e3neKkun, NepeHoCcMMOoCTi Ta edhekTBHOCTI npenapaty XEN1101 B
SIKOCTi AOMOMDKHOT Tepanii npu eninencii 3 ookasibHUM Ae6TOM, 3 BiAKPUTOK MOAOBXEHOI ha30ro», Ko,
pocnipkeHHss XPF-008-201, Bepcis 5.0 Big 02 kBiTHSA 2022 poky; cnoHcop - KceHoH dapmac'toTikan3s IHk.,
Kanaga/ Xenon Pharmaceuticals Inc., Canada

3asaBHuK - TOB «<APEHCIA EKCIMIOPATOPI MEAICIH», YkpaiHa

BY/NO CTANO
K.M.H. Xapuyk C.M. K.M.H. Xapuyk C.M.
MeauuHuiA UeHTP ToBapuctBa 3 oOOMexeHorw | MeAUUHMIA LEeHTP ToBapucTBa 3 OGMEXEHOH
BiAnNoBiganbHiCcTIO «FapMoHis Kpacu», | BignoBiganbHicTioO «ApeHcia Ekcnnoparopi
BiAfiNeHHs KNiHIYHUX gocnigkeHb, M. Knis MegiciH», Biggin KAiHIMHUX  AocnigXeHb,
M. Knis

34. OHOBMEHWA nNPOTOKON  KNiHiYHOro Bunpo6yBaHHA M12-914 3  iHKOpnopoBaHUMU
AamiHicTpatuBHuMM 3MiHamMu 1, 2, 3, 4 Ta 5 i nonpaBkamu 1, 2, 3, 4 Ta 5 Big 06 cepnHsa 2022 pokKy;
IHcbopmauia ana naudieHTa Ta iHpopMoBaHa 3roga Ha yvyacTb Yy HayKOBOMY AOCAigKeHHi, Bepcia 8.0
Ans YKpainu Big 07 BepecHsi 2022 poKy, YKpPaiHCbKOIO Ta pocilicbkolo MoBamu; IHchopmauiviHuii nucT
naujieHTa CTOCOBHO fii B ymoBax naHgeMmii (Takoi sk COVID-19) aGo iHWUX BaXIMBUX NOAINA, AKi
BM/INBalOTb Ha y4yacTb Yy pocnigpkeHHi [IHopmauiiHmiA nuct pna  yvyacHuMKa  KiiHiYHOro
BUNpo6yBaHHA], Bepcia 2.0 gna YkpaiHn Big 15 cepnHa 2022 poKy, YKpaiHCbKOK Ta pocCilicbKoto
MOBaMM [0 MPOTOKOJY K/IIHIYHOrO AO0CNIMKEHHS «PaHAoMi3oBaHe nnaueb0-KOHTPOoSIboBaHe AO0CNIIKEHHS
hasn 3 kapbonnatuHy Ta naknitakceny 3 [MMAPIM iHridiTopom Beninapu6om Ta 6e3 MAPI iHribiTopy
Beninapuoy (ABT-888) npu HER2-HeraTMBHOMY MeTacTaTM4HOMY ab0 JIOKa/lbHO MNOLUMPEHOMY
HeonepabenoHomy BRCA-acoujiiloBaHOMY paky MOMOYHOI 3an03u», Kof AociigkeHHsa M12-914, 3
iHKOopnopoBaHuMu AgMiHICTpaTMBHMMM 3MiHaMmu 1, 2, 3 Ta 4 i nonpaskamu 1, 2, 3 Ta 4 Big 23 nunHa 2020 poky;
crnoHcop - AbbVie Inc., CLLA

3anBHuK - «EB6BI BiothapmachktoTikana TM6X», LLseliLapisa



