Jopartok 1

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOMIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne07 Big 08.04.2021,
HTP Ne12 Big 08.04.2021, Ha siki 6y/i1 OTPpUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «baraToueHTpoBe paHAoMi3oBaHe nnaleb0-KOHTPONbOBaHe NoABiliHE criine focnimkeHHsa dasn 2a, wo
NPOBOAMTLCA B NapasiefibHMX Tpynax gas BMBYEHHS eekTMBHOCTI Ta 6e3ne4yHOCTi nepopasibHOro
3actocyBaHHA npenapaty AMT-101 y nauieHTiB i3 BUPA3KOBUM KOJTITOM CEPeIHbOro abo TSKKOrO CTYMEHs»,
Koa pgocnipkeHHs AMT-101-202, sepcis 2.0 Big 08 uepBHA 2020 poky, cnoHcop - «Ennnaig Monekbtonap
TpancnopT IHk.»/ Applied Molecular Transport Inc, CLUA

daza - lla

3asBHUK - TOB «biomanac», YkpaiHa

Ne M.1.B. BigNoOBiAaIbLHOro [OCNIAHNKE,

n/n Ha3Ba Micus npoBeAeHHSA K/iHIYHOro BUNPOGYBaHHS

1 | a.m.H. Yonei |.B.

KomyHanbHe HekomepLiiHe NignpUeEMCTBO «YXXropoAcCbKka panoHHa KiHiYHa NiKapHSA YXXropoachKoi
paiioHHOi paan 3akapnaTcbkoi 06/1acTi», TepaneBTUYHe BiAAINEHHS, M. YXropos

2 | A.M.H. Kpemsep O.O.

MeanyHWii LEHTP TOBapMCTBa 3 0OMEXEHOHD BiANOBIAa/LHICTIO «/[liacepBic», M. 3anopixoks

3 | nikap MorpaHigi T.1.

KomyHasibHe HekomepuiiHe nignpneMcTBo KniBCbkoT 061acHol paan «KuiBcbka o6nacHa nikapHs»,
TepaneBTuYHe BiaAisieHHs, M. Kuis

4 | nikap Casiubka J1.M.

MepguuHuii ueHTp ToBapucTBa 3 06MEXEHOH0 BiANoBiAa/IbHICTIO «Meaibop», BiaaineHHsa MeguyHoro
LEHTPY 3 EHHUM CTaLioHapoM, Xipyprielo 04HOro AHSA i NanaTol iHTEHCUBHOI Tepanii, M. XKuromup
5 K.M.H. Tomawukesuy I".1.

KomyHanibHe HekoMepuiiiHe MiANPUMEMCTBO  «BiHHMUbKA Micbka K/iHiYHA fikapHa  Nolx,
racTpOeHTeposIoriyHe  BiAAiNeHHs,  BiHHWUbKWI  HauiOHasIbHWIA  MeaunYHWiA  yHiBepcuteT
iM. M.I. MnporoBsa, kadpegpa nponefeBTUKM BHYTPILWHBbOT MeAULUMHK, M. BiHHMUA

6 | nikap Wesuyk B.M.

MpuBaTHe NigNPMEMCTBO NpUBaTHa BUPOGHMYA dhipMa «ALMHYC», NiKyBa/lbHO-AiarHOCTUYHWIA LLEHTP,
M. KponuBHMUbKUiA

7 | 4. M.H., npod. 3axapawl HO.M.

MeanyHWii LeHTp ToBapucTBa 3 OOMEXEHOK BiAMOBIAASIBHICTIO «[ApMOHIA kpacu», BigdineHHs
KNiHIYHUX BUNPOo6yBaHb, M. Kuis

8 | nikap 360piBcbkuii A.M.

KomyHasnibHe HekomepLiiHe nignprueMcTBo JIbBIiBCbKOI 06/1acHOT paam «J1bBiBCbKa 061acHa KiHIibYHa
NikapHs», XipypridHe BiggineHHs Nel, m. JIbBiB

2. «baratoueHTpoBe, paH4OMi30BaHe, NoABiHe c/ine AOCNIMKEHHS, L0 MPOBOANTLCA B NapasiesibHUX rpynax
N5 OUiHKN echeKTUBHOCTI Ta 6e3ne4HOCTi nepopasibHOro eTpaciMofy npu 1ioro 3acTocyBaHHi 415 iHAYKUIAHOT
Ta nigTpMMyBanbHOT Tepanii Npyu NikyBaHHI akTMBHOI XBOpo6u KpoHa Big, MOMIPHOTO [0 B&XKOro CTyneHs
TSOKKOCTIi», kof, gocnimkeHHa APD334-202, 3 iHkopnoposaHoto nonpaskoto 2.0 Big 11 yepsHA 2020 poky,
cnoHcop - «ApeHa ®apmacbtoTikans, IHK.» (Arena Pharmaceuticals, Inc.), United States

®aza — I/l

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

Ne M.l.6. BiANOBiAa/IbHOrO AOC/IAHMKA,

n/n HasBa micus npoBeAeHHs KNiHIYHOIro BUNPO6YBaHHS

1 K.M.H. Tomarukesuy I.1.

KomyHanlbHEe  HeKoMepuiiiHe nignpueMcTBO  «BiHHMUbKaA MiCbka KMiHIYHA  nikapHa  Nolx,
raCTPOEHTEPOsIOriYHE  BiAAiINIeHHs,  BiHHMUbKWIA  HaUioOHaNbHWA  MeAWYHWUIA  yHiBepcuTeT
iMm. M.1. Muporosa, kadegpa nponefeBTUKA BHYTPILWHLOT MeAUUMHU, M. BiHHMUA

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

HaykoBo-gocnigHuiAi iHCTUTYT peabinitauii oci6 3 iHBanigHICTIO (HaBYaslbHO-HAYKOBO-NiKyBaslbHWI
KOMM/ieKc) BIiHHMUBKOrO HauioHa/IbHOro MefuyHOro yHiBepcuteTy iM. M.l TMuporosa, XipypridyHe
BiAAiNeHHs, BiHHMUbKWMIA HauioHanbHUA MeguuHuii  yHiBepcuTeT im. M.l luporosa, kadegpa
BHYTPILLIHLOT MeanUUHN No2, M. BiHHMUSA

3 K.M.H. BrwwmBaHiok B.HO.




KomyHanbHe HekomepLuiiHe nignpuemcTtBo «ObaacHa KniHivyHa nikapHs IBaHo-®paHKiBCbKOT 06/1aCHOT
pagu», racTPOEHTEpPOsIoriYHe  BiadiNeHHs, IBaHO-PpaHKIBCbKUIA  HaLiOHaNbHUIA  MeaUYHWUiA
yHiBepcuTeT, kadepa BHYTPILLHbOT MeauLmH1 Nel, kniHiYHOT iMyHONOriT Ta aniepronorii iM. akagemika
€.M. Helika, M. IBaHO-®PpaHKiBCbK

4 3aB. Big,. Wynbra 4.9.
KomyHasnbHe nignpuemMctBo «BonuHcbka obnacHa KniHiYHa nikapHa» BosMHCbKOT 06nacHOoT paau,
XipypriuHe (€HOOKPUHHOT | abAoMiHa/IbHOT NaTtosiorii) BiAAINEHHA 3 MPOKTOONYHUMM JTKKaMW,
M. JTyubK

5 nikap Piwko A.9.
KomyHasibHe HekomepuiiHe NignpreMCTBO «3akapnarcbka o6/1acHa KiHiYHa fiikapHsa iMeHi AHApis
HoBaka» 3akapnaTcbkoi 06/1aCHOT paau, raCTPOEHTEPOONIYHE BiAAINIEHHS, M. Y)Xropos

6 K.M.H., 3aB. ueHTpom Kiznosa H.M.
KomyHasibHe HekomepUiiiHe MignpueMCcTBO «BiHHMLBbKa 06nacHa kniHivHa nikapHs im. M.1. MNMuporosa
BiHHMLbKOT 06n1acHoi Pagm», O6niacHuin cneuianizoBaHuii KMiHIYHWIA raCTPOEHTEPOIONIHYHWI LEHTP,
M. BiHHMUSA

7 3aB. Bif. XogaceHko O.M.
KomyHanbHe nignpuMemMcTBO «/[HinponeTpoBcbka 06Gn1acHa KhiHivHa nikapHsa im. LI, Me4yHukoBa»
[JHinponeTpoBCbKOI 06/1aCHOT paaK, BiAAiNeHHs racTpoeHTeponorii (renartonorii), M. JHiNpo

8 3aB. Bif. Pe3HikoBa B.[.
KomyHanbHe HekomepLiiHe nianpruemcTBo «Micbka KniHiuHa nikapHs Nel3» XapkiBCbKOT MiCbKOT pagu,
racTpPOEHTEPO/IONiYHe BigaiNeHHs, M. XapkiB

9 K.M.H. JaueHko O.T.
KomyHasnibHe HekoMmepujiiHe nignpuemctBo «Micbka K/iHiYHA nikapHa Ne2 imeHi  npod.
0.0. WasimoBa» XapKiBCbKOI MICbKOI pajy, MPOKTONOrYHe Big4iIeHHs, M. XapkKiB

10 | a.m.H. ConosiioBa I".A.
MeanuHnini LeHTp «YHiBepcasibHa KiiHika «O6epir» ToBapucTBa 3 0OMEXEHOK BiAMOBigaNbHICTIO
«Kanutan», FacTpoueHTp, K/iHIKO-KOHCYNbTaTUBHE BigAineHHs, M. KuiB

11 | nikap Ckumbasno C.A.

MepgnuHunii LueHTp «Ok!KniHik+» ToBapncTBa 3 06MeXeHOI0 BIANOBIAa/IbHICTIO «MiKHAPOAHWIA IHCTUTYT
KNiHIYHUX AOCNifKeHbx», BiAAiN raCTpOeHTepoorii Ta renaTosorii cTalioHapHoro BigaineHHs, M. Knis

3. «PaHpgowmi3oBaHe, noggiiHe-cnine, nnaueb0-kOHTPONbOBaHe, GaraTtoLeHTpoBe AOChimpkeHHs 3 dasu y
napanesibHuUX rpynax i3 nocnigoBHUM TUTPYBaHHAM [O03U A1 OLUIHKM edOeKTUBHOCTI, 6e3neyYHocTi Ta
thapmakokiHeTukn MipaGerpoHy y naujieHTiB guTA40ro Biky Big 5 Ao < 18 pokiB 3 rinepakTUBHICTIO CEYOBOr0O
Mixypa», kog, gocnigpkeHHst 178-CL-204, sepcis 1.1 Big 13 nuctonaga 2019 poky., cnoHcop - Actennac ®apma
nob6an fesenonmeHT, IHk., CLLUA / Astellas Pharma Global Development Inc., USA
®a3za - Il

3asBHuK - TOB «MAPEKCEJ YkpaiHa»

Ne M.l.6. BignoBigansHoOro gocnigHuka,

n/n Ha3Ba Micus NpoBefleHHs KNiHIYHOro BUNpo6yBaHHA

1 4.M.H. CrHoBepcbka O.b.
KomyHanbHe HekomepLiiHe nignprveMcTBO «IBaHO-PpaHKiBCbka 06nacHa AuWTAYa KAiHiYHa NikapHs
IBaHO-®PpaHKiBCbKOT  06nacHoOi  pagu», XipypriyHe BIO4UJIEHHA 3 YPOJIOTIYHUMMK  IDKKaMU,
M. IBaHO-®PpaHKiBCbK

2 K.M.H. JlutBnHoBa T.B.
KomyHasibHe nianpruemctso «KpuBopisbka Micbka k/liHiuHa nikapHs Ne8» KpuBOpi3bKoi MiCbKOT paau,
BiA4IEHHS AMTAY0l yponorii, [JepxaBHuii 3aknag «[HinponeTpoBcbka MeguyHa akagemis MO3
Ykpainun», kadpegpa negiatpii, ciMeHOT MeAuUMHM Ta KAiHIYHOT nabopaTopHOl  AiarHOCTUKK
hakynbTeTy NiCAAAMNAOMHOT OCBITK, M. KpnBuia Pir

3 O.M.H. BakyneHko J1.1.
KomyHanbHe  nignpuemcTBo  «[HiNponeTpoBCbka o06facHa  AWTAYa  KAHIYHA  NiKapHS»
[HiNnponeTpoBCbKOT 061acHOT paaun», BiAAINEHHS YPONOorii 3 HEPOOTYHUMK NiXKKaMK, [epxaBHuii
3aknag «JHinponeTpoBcbka MeanyHa akagemia MO3 Ykpainu», kaeapa neaiatpii 2, M. JHiNpo

4 O.M.H., npod. CeHaTopoBa I'.C.
KomyHasnibHe HekomepLiiHe NignpueMCTBO XapkiBCbkOi 06n1acHoi pagn «O6nacHa guTsaya KiiHivyHa
nikapHsa», O6nacHUA AUTAYMA  HeppoNoriYHUA  LeHTP, XapkiBCbkuii HauioHanbHWii MeanyHWUiA
yHiBepcuTeT, Kadpegpa negiatpii Nol Ta HeoHaTo/10rii, M. XapkiB

5 K.M.H. |pyHuYuH A.B.

KomyHanbHe HekoMepuiiHe nignpuemcTBo «Micbka AMTSAYa KiHiYHA fikapHSa» YepHiBeLbKOT MiCbKOT
paaw, XipypriyHe BigfineHHsa, M. YepHisLi




6 O.M.H., npody. Makeesa H.I.

KomyHasnibHe HekomepuiiiHe nignpuemcTBo «Micbka KiHiYHa AuTava nikapHA Nel6» XapkiBCbKol
MiCbkOi pagu, HedpponoriyHe BigAiNeHHs, XapkiBCbkuii HauioHanbHUiA MefguuyHWii  YHIBEpPCUTET,
Kadhegpa negiatpii No2, M. Xapkis

7 A.M.H., npogp. bargacaposa |.B.

KomyHanbHe HekomepuiiHe NignprueMcTBo «uTada kiiHivHa nikapHa Ne7 Neyepcbkoro panoHy micta
Knesa» BukoHaByOro opraHy KuiBCbKOi MiCbKOT paau (KMIBCbKOT MICbKOI AepXaBHOT agMiHicTapLir),
BiggineHHsa Hecpponorii, AepxaBHa ycTaHoBa «lHCTUTYT Hedyponorii HauioHanbHOT akagemii
MeAMYHUX HayK YKpaiHu», BiaAin AUTavoi Hedyponorii, M. KuiB

4. «PaHpgomizoBaHe, noggiHe crine, niauebo-KOHTPO/IbOBaHe, 6aratoueHTPoBE OCNIMKEHHS 3 dhasn A4s
OLiHKM eheKTMBHOCTI i 6e3neYHOCT BiITONIapceHy y X/10M4KKiB 3 M'A30B0H0 aucTpodpieto Aiowena (MAA) 3i
36epexeHo0 34aTHICTHO 40 CaMOCTINHOro nepecyBaHHA», ko gocnimxkeHHs NS-065/NCNP-01-301, sepcisi 3.0
Big 08 ciuHsA 2021 poky, cnoHcop - "EH EC ®apma, IHK." [NS Pharma, Inc.], CLUA

dasza - Il

3anBHVK - TOBApUCTBO 3 06MEXeHOI0 BignoBiganbHicTio «MEAMENC YKPATHA»

Ne MM.1.6. BignoBigaLHOro focigHuKa

n/n Ha3Ba Micus NpoBeAEeHHSA K/iHIYHOro BUNPOGYBaHHS

1 K.M.H., gou. MapTuHiok B.HO.

[JepxaBHuin 3aknaf «YKpaiHCbKMii MeanyHWi LeHTp peabinitTauii AiTeid 3 opraHiyHUM ypadKeHHSAM
HepBOBOI cucTemy MiHICTepcTBa OXOPOHW 340POB’A YKpaiHU», KOHCYNbTaTUBHO-AiarHOCTUYHE
BigAineHHs, M. Knis

5. «PaHgomi3oBaHe, KOHTPOIbOBaHE 3a akTMBHMM NpenaparoM, NoABIiHE MackoBaHe A0CAigKeHHs ha3n 3 B
napanenbHUX rpynax 3 ouiHKM edhekTUBHOCTI Ta 6e3nevHocTi npenapaty CT-P42 y nopiBHSAHHI 3 npenapaTom
Alinis y nauienHTiB 3 giabeTnyHM MakyIspHUM Habpskom», Kog gocnimkeHHs CT-P42 3.1, sepcisa 1.0 Big 22
X0BTHA 2020 poky, cnoHcop - «CennTtpioH, IHk.» (Celltrion, Inc.), Pecny6nika Kopes

®asza - Il

3anaBHuK - TOB «IHC Pecepu YkpaiHa»

Ne M.1.6. BignoBigabHOro AocnigHMKa

n/n HasBa micus npoBeAeHHs KNiHIYHOIo BUNPOOGYBaHHS

1 3aB. Bif. MNnatoHoBa O.1.

KomyHanbHe HekomepLiiiHe MigNnpreEMCTBO «XepCOHCbKa Micbka KAiHiYHA fikapHs iMeHi AdpaHacis i
Osibrv TponiHMX» XepCoHCLKOT MICbKOT pafiv, opTaNbMOosIoriyHe BigaiIeHHS, M. XepCoH

6. «Bigkpute pofaTKOBe [OCNIMXKEHHA [N OUiHKW [AOBroTpvBanoi 6e3neyHocTi, NepeHocumocTi Ta
edhekTmBHOCTI npenapaty KarXT y nauieHTiB 3 Wwn3odpeHieto 3a kputepiamum DSM-5», ko, AOCNifKEHHSA
KAR-008, Bepcia 2.0 Big 23 xoBTHA 2020 poky, cnoHcop - Karuna Therapeutics Inc., United States (CLUA)
®a3za - Il

3aaBHuK - TOB «IHC Pecepu YkpaiHa»

No M.1.B. BignoBiganbHOro gocnigHnKa

n/n HasBa micLsl npoBeAeHHS KNiHIYHOTO BMNPO6YBaHHS

1 O.M.H., npod. MigkopuTtos B.C.

JepxaBHa ycTaHoBa «IHCTUTYT HeBpONOrii, ncuxiaTpii Ta Hapkonorii HauioHanbHOI akagemii
MeAMYHNX HayK YKpaiHW», KiHiKa Bigajiny KAiHiYHOI, couianbHOi Ta AMTAY0I ncmxiaTpii, M. XapkiB

2 O.M.H., npody. CKpunHikoB A.M.

KomyHanbHe nignpnemctBo «O6nacHMii 3aknag 3 HagaHHs ncuxiaTpuyHoi gonomorn MonTaBCbKoi
obnacHoi pagun», 2-A rocTpe 3arajibHO ncuxiaTpuuHe 4osioBiYe BigaineHHs, 5-b roctpe, cnokiiHe,
3ara/lbHO McuxiaTpuyHe XiHove BiffiNeHHs, YKpaiHcbka MeauyHa CToMaTosIoriyHa akafjemis,
Kadhegpa ncuxiaTpii, HapKoorii Ta MegnyHoi ncuxonorii, M. MNontasa

3 K.M.H. Bnaxesuy FO.A.

KomyHanbHe HekomepuiiiHe nignpuemcTBo «KniHivyHa nikapHsa «[MCUXIATPIA»» BUKOHABYOrO opraHy
KuiBcbkoi MicbKoi pagn  (KWMIBCbKOI MICbKOT [epxaBHOI agMiHicTpaLii), UEeHTP MepBUHHOro
MCMXOTUYHOTO eni3ofy Ta Cy4acHUX MeTofiB NikyBaHHA, M. KniB

4 nikap ®inby HO0.0.

KomyHanbHe HekomepLuiliHe nignpnemcTBo JIbBIBCbKOI 06/1acHOT paan «/1bBiBCbka 06n1acHa KiiHiuHa




ncuxiatpuyHa nikapHsa», BigaineHHs Ne25, M. JIbBiB

5 aupektop KoceHkoBa I.B.
KomyHasibHe HekomepLiiHe NignprueMCcTBO «Yepkacbka obsacHa ncuxiatpuyHa fnikapHs Yepkacbkol
obnacHoil pan», xiHoye BigaineHHs Ne 11, yonosidve BigaineHHs Ne 12, m. Cmina, Yepkacbka 0651acTb

6 reH. gupektop KosaneHko B.B.
KomyHanbHe HekomepuiiHe nignpremcTBo XapkiBCcbkol o6sacHoOi pagn «O6sacHa  KniHivYHa
ncuxiatpmyHa nikapHa Ne3», ncuxiaTpuyHe BigaiIeHHA NepBMHHOIO NCUXOTUYHOIO eni3ody, M. Xapkis

7 O.M.H., npodp. JliHcbkwii 1.B.
KomyHanbHe HekoMmepuiliHe nignpremcTBo XapkiBCcbkol o6nacHoi pagn «O6sacHa  KhiHibYHa
ncuxiatpmyHa nikapHa Ne3», 3-Te ncuxiatpuyHe BigfdineHHA 0N AOPOC/IMX, M. XapkKis

8 4.M.H. Mopo3 C.M.
KomyHasnibHe nignpueMcTBo «[HinponeTpoBcbka obnacHa kiiHiyHa sikapHa iMm. |.1. MeuyHukoBa»
[JHiNponeTpoBCcbKOi 06/1acHOT pagu», 06NacHWiA LEHTP MNCMXOCOMATUYHWX po3nagiB Ha 6asi
NCUXOHEBPO/IOTIYHOIO BigAiNeHHsA, M. IHINpo

9 ron. nikap Manamapuyk N.B.
KomyHaslbHe  HekoMmepuiiiHe nignpMeEMCTBO  «XEpPCOHCbKMIA  06nacHMin  3aknafj 3 HafdaHHs
ncuxiaTpMyHOT AOMOMOrM» XepCOHCLKOI 061acHOi paau, 4YosioBive ncuxiatpuyHe BiggineHHs Ne3 Ta
XiHo4ye ncuxiaTpunyHe BigaineHHst Nel10, c. CtenaHiBka, M. XepCoH

10 | K.M.H., gou. CepebpeHHikoBa O.A.
KomyHanbHe HekomepujiliHe nignpueMcTBO «BiHHMLUbKA o6nacHa K/iHiYHa MCUXOHEBPO/OrivyHa
nikapHsa iMm. akag. O.l. HOweHka BiHHUUBKOI o6nacHoi Pagu», 3miwaHe (4osoBide Ta XiHoue)
BigaineHHs Neo2, BiHHMUbKWA HauioOHaNbHUA MeAanyHWUiA yHiBepcuTeT iM. M.l. MuporoBa, kadegpa
ncuxiatpii, Hapkonorii Ta ncnxoTepanii 3 KYpcoMm NicAaAMNA0OMHOI OCBITH, M. BiHHMLSA

11 | 3aB. BiggineHHsam Bite6cbka T.B.
KomyHanbHe HekomepuiiHe nignprueMcTBO «KWIBCbka MiCbKa MCMXOHEBPOOriYyHa fikapHa No2»
BMKOHaBYOro opraHy KuiBcbkoi Micbkoi pagu (KUiBCbKOT MICbKOI AepXaBHoi afMiHicTpaui),
KOHCY/IbTaTUBHE BigAiNeHHsA, M. Knis

12 | k.M.H. 3akasib K.1O.
KomyHasibHe HekomepUiiiHe MianpUeEMCTBO JIbBiBCbKOT 06/1acHOI pagmn «/IbBiBCbka 06/1acHa KiiHiYHa
ncuxiatpuyHa nikapHa», sigaineHHs No20, M. JIbBiB

7. baraToueHTpoBe, paHAOMi30BaHe, NOABIHe cnine, naauebo-koOHTPONIbOBaHe AOCAIMKEHHS (pasn 3 s
OUiHKM edeKTMBHOCTI, 6e3neyHoCTi Ta nepeHocumocTi npenapaty AVP-786 (peypekctpomeTtopdhaHy
rippobpomig  [d6-DMJ/xiHignHy cynbdat [Q]) A4NA fikyBaHHA axutauili B nNauieHTiB i3  AEeMEHLIE
anbLUreimepiBcbKOro Tuny, Kog aocnimkeHHst 20-AVP-786-306, sepcis 1.2 Big 29 kBiTHA 2020 p., CNOHCOp -
Avanir Pharmaceuticals, Inc., USA
dasza - Il

3asaBHUK - TOB «IHC Pecepy YkpaiHa»

Ne M.l.6. BignoBiga/IbHOro AOCAIAHMKA,

n/n Ha3Ba MicLs NpoBeAEHHSA K/iHIYHOro BUNPOBYBaHHS

1 Avpektop Bpybneschka |.B.
KomyHanbHe HekomepuiiiHe nignpnemctBo «KuiBcbka MiCbka MCMXOHEBpOJOriyHa fikapHa Ne 3»
BMKOHaBYOro opraHy KuiBcbkoi Micbkoi pagu (KUIBCbKOT MICbKOI AepXaBHOi afMiHicTpaui),
ncuxiaTpuyHe BigaineHHs Ned, cmT. FneBaxa, BacuibkiBCbKMii p-H., KuiBcbka 06/1.

2 O.M.H., npodh. ly6eHko A.€.
KomyHanbHe HekomepuiliHe nignpnemcTBo XapkiBcbkoi ob6nacHoi pagn «O6nacHa  KhiHiYHa
ncuxiaTpuyHa nikapHa Ne3x», 23 ncuxiaTpyuyHe Big4iIeHHS A5 BETEPAHIB BiiHW, M. XapkKiB

3 K.M.H. Kne6aH K.I.
KuiBcbka KniHiYHa NikapHA Ha 3a/li3HUYHOMY TpaHcnopTi No2 inii «LieHTp OXOpOoHW 340pOB'A»
AKUIOHEPHOTO ToBapuCTBa «YKpaiHCbka 3a/li3HWLSA», KOHCY/1bTATUBHO-AiarHOCTUYHUI  LEHTP
NoJiK/iIHIKK, M. KniB

8. «<PaHgowmi3oBaHe, noaBiliHe-cine, nnaueb0-KOHTPOAboBaHE AOCAIMKEHHS npenapaTy SEL-212 y nauieHTiB
3 nogarpol, pedpakTepHO A0 CTaHAApTHOI Tepanii», kog gocnimpkeHHs SEL-212/302, sepcis 4.0 Big 22
yepBHsa 2020 poky, cnoHcop - Selecta Biosciences, Inc., USA/ «Cenekta baiocaeHcis, IHK.», CLUA
da3za - Il

3asaBHUK - TOB «MAPEKCEN YkpaiHa»




Ne M.1.6. BignoBigaibHOro AOCNiAHKKA,

n/n HasBa micus npoBeAeHHs KMiHIYHOTro BUNPO6YBaHHS

1. | A.M.H., npodp. CTaHichaBuyk M.A.

KomyHanbHe HekomepuiiiHe nignpuemMcTBo «BiHHMLbKa o6nacHa KiHidHa nikapHs im. M.1. Muporosa
BiHHMUbKOT 06nacHoi Pagu», BucokocneuianizoBaHuii KNiHiYHWA LleHTp peBmaTtonorii, ocTeonoposy
Ta 6ionoriyHoi Tepanii, BiHHWUbKMI HauioHaNbHWIA Meau4yHuiA yHiBepcuTeT iM. M.l. lMuporosa,
Kadhepa BHYTPiWHbOT MeanumHn Nel, M. BiHHUUSA

2. | K.M.H. Tpuninka C.A.

KomyHasibHe HekomepLUiiHe NignpUeMCTBO XapkiBCbKoi 061acHOT paan «O61acHa KrliHiuHa NikapHs»,
KOHCY/NbTaTuBHA MOAiKNiHiKa, M. XapkiB

3. | A-M.H., npodcp. Pekasios A.I.

MeauuHWii LeHTp ToBapucTBa 3 06MEXEHOI0 BiANoBigasIbHICTIO «CyyacHa KNiHiKa», M. 3anopixoks
4. | 3aB. Big. Kynuk A.B.

KomyHasnibHe HekoMmepLiiHe MNigNpMEMCTBO «Yepkacbka o6sacHa nikapHs Yepkacbkoi o06/acHoi
pafu», KapAio-peBmMartosioriyHe BigaineHHs, M. Yepkacu

5. | K.M.H. KnebaH 4.1,

KuiBcbka K/iHIYHa fikapHA Ha 3a/1isHU4HOMY TpaHcnopTi Ne2 dinii «LleHTp oXopoHu 340poB'A»
AKLiOHEPHOIO TOBapuUCTBa «YKpalHCbKa 3anisHUUA», BiAAiNEeHHA AEHHOrO cTaulioHapy, M. Kuis

6. | A.M.H., npocp. MHunopnéos A.M.

MeanyHWii LEHTP TOBapuCTBa 3 OOMEXEHOI BiAMOBIAA/IBHICTIO «PEBMOLEHTP, Big4in KIiHIYHNX
[ocnimkeHb, M. Kuis

7. | A-M.H., npocp. Hagawkesny O.H.

MeguuHnii LeHTp ToBapucTBa 3 OOMEXEHO BiANOBIAANIBHICTIO «AkaJeMiyHa MeauuHa rpyna»,
M. JIbBIB

8. | 4.M.H., npodp. LeBuyk C.B.

KniHika HaykoBo-gocnigHOro iHCTUTYTy peabinitauii oci6 3 iHBanigHICTHO (HaBYaslbHO-HAYKOBO-
NiKyBasIbHWI KOMMNEKC) BIHHMLBKOrO HaLioOHaNIbHOTO MeMYHOro YHiBepcuteTy  iM. M.1. MNMuporosa,
BigAin Tepanii Ta KNiHIYHOI peBMaTos1orii, peBMaTosoriYHe BigAiNeHHs, BIHHULUbKMIA HauiOHaIbHWiA
MeAnYHWI yHiBepcuteT iM. M.I. MnporoBa, kadeapa BHYTPILLHLOT MeanumHn Ne2, M. BiHHMUSA

9. «baratoueHTpoBe, NOABIiHE cnine, paHAoMi30BaHe [AOCNIMKEHHA Y napasiesibHuX rpynax 3 MeTol
BM3Ha4YeHHA ed)eKTUBHOCTI Ta 6e3neyHocTi npenapaty BAT2506 y nopiBHAHHI 3 Simponi® B yyacHUKIB 3
aKTVBHUM MCopiaTUYHUM apTPUTOM», Kog, AocnimkeHHs BAT-2506-002-CR, Bepcis 2.0 3 nonpaskoto 1.0 Big 10
nnctonaga 2020 poky, cnoHcop - «bio-Tepa ContowHs, JIta.», Kutaii / Bio-Thera Solutions, Ltd., China
da3za - Il

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

No M.1.b. BignoBiganbHOro gocnigHNKa

n/n HasBa micus npoBefeHHs KiHIYHOro BUNPOOYBaHHS

1. | A.M.H., npod. CmisH C.1.

KomyHaslbHe  HekomepujiiiHe  MiANPUEMCTBO  «TepHOMiNIbCbKa  YHIBEPCUTETCbKa  JliKapHSA»
TepHONiNbCbKOI 061acHOi pagu, PeBMAaTosIorivyHe BifAiNeHHS, TEepHONISIbCbKNA  HaLiOHaUTbHWIA
MeaAnNYHUA yHiBepcuTeT iMeHi |.A. TopbauyeBcbkoro MiHICTEPCTBA OXOPOHM 3A40POB'A  YKpaiHu,
Kadheapa BHYTPIiLLHLOT MeanumHn Ne2, M. TepHoninb

2. | K.M.H. KaukoBcbka B.B.

KomyHanibHe HekomepuiiHe nianprMemctBo CymcbKOi 061acHoi paan «Cymcbka obnacHa KniHivHa
NikapHs», TepaneBTUYHe BigAiNeHHss, CyMCbKWl OepXaBHWIi YHIBEPCUTET, MeAUUHUIA HCTUTYT,
Kadpepa BHYTPILLIHLOT MEAMLMHN 3 LEHTPOM pecnipatopHol MeanumHn, M. Cymu

3. | A.M.H., npodp. Pekanos A.I.

MeanyHWi LEHTP TOBApUCTBa 3 06MEXEHOI0 BignoBifasibHICTIO «CydacHa KNiHika», M. 3anopixoks

4. | p.M.H., npodp. LeBuyk C.B.

KniHika HaykoBo-gocnigHoro iHCTUTYTY pea6initauii ocié 3 iHBasligHICTIO (HaBYaslbHO-HayKOBO-
NiKyBas/IbHWI KOMM/IEKC) BiHHMLbKOTO HaLioOHa/IbHOTO MeAMYHOro yHiBepcuTteTy iM. M.l. Muporosa,
peBmartosioriyHe BiggineHHs Bigainy Tepanii Ta KAiHIYHOI peBMaTonorii, BiHHWMLUbKMI HauiOHabHWIA
MeAnYHUIA yHiBepcuTeT iM. M.1. MNMuporosa, kadieapa BHYTPIWHbOT MeanunHm No2, M. BiHHUUS

5. | K.M.H. TkayeHko M.B.

KomyHasibHe nignpuemcTBo «lonTaBcbka 06/1acHa KiiHiYHa nikapHa iM. M.B. CknidpocoBCbKOro
MonTtaBcbkoi 06nacHoOi pagu», O6nacHMiA NikyBaslbHO-GiarHOCTUYHWI PEBMATOJONYHUIA  LEHTP,
YKpaiHCcbka MenyHa CToOMaTo/10riYyHa akagemis, kadegpa ciMeinHoi MeguunHv i Tepanii, M. MonTasa
6. | A.M.H., npod. XimioH J1. B.

KomyHasibHe HekoMepujiiHe nignpnemcTBo KniBCbKOI 06/1acHOi pagn «KuiBcbka obnacHa KniHidHa




NikapHs», By3bKocneljianizopaHe TepaneBTUYHe BiagiieHHs, M. Knis

7. | nikap Bacuneup B.B.

BaratonpocinbHuii MeanyHUA  LeHTp OpfecbKoro HauioHa/IbHOro MeAuyHOro  yHiBepcuTeTy,
peBMaTo/oriyHe BigaineHHsa, M. Ogeca

8. | nikap Kypunbuuk I.B.

MeanyHWini UeHTp TOoBapucTBa 3 0OMEXEHOK BigNoBiAAbHICTIO «MeguuHuii LeHTp «KoHcuniym
Megikan», KMiHiko-KOHCYNbTaTUBHE BigdineHHs, M. KuiB

9. | A.M.H., npodp. MpiwmnHa O.I.

KomyHanbHe HekomepLiiHe nignpuemctBo «Micbka 6araTonpodinibHa nikapHsa Nel8» XapkiBCbKOT
MiCbKOi pagu, TepaneBTUYHe BigginieHHs, [lepxaBHa ycTaHoBa «IHCTUTYT Mikpob6ionorii Ta imyHonorii
iMmeHi |.I.MeuHukoBa HauioHanbHOI akagemii MeanyHuX Hayk YkpaiHu», nabopartopis Ta KAiHIiuHWi
BiAAiN MOIEKYIAPHOT iMyHOhapMakosorii, M. XapkiB

10. | k.m.H. Apow B.B.

KomyHasibHe HekomMepuiiiHe mignpueMcTBo «Micbka KniHiuHa nikapHa Ne8x» XapKiBCbKOi MiCbKOi pagu,
peBmartosnorivyHe BigfiNeHHs, M. Xapkis

10. «[loggiiHe cnine, paHAOMi30BaHe, aKTMBHO KOHTPOJIbOBaHE AOCAIMKEHHS ha3n 3 A5 NOPIBHSAHHSA
edheKTMBHOCTI, (hapMakokiHETUKM, hapmakoanHaMikmi Ta 6e3nedHocTi npenapaTy CT-P41 Ta niyeH30BaHoro y
CLUA nikapcbkoro 3acoby Prolia y XiHOK y nocTMeHonaysi 3 0CTeonopo3oM», Koa gocnigxeHHsa CT-P41 3.1,
Bepcia 1.0 Big 22 rpygHa 2020 p., cnoHcop - CELLTRION, Inc., Republic of Korea/ CENNTPIOH, IHk,
Pecnyb6nika Kopes

dasza - Il

3asaBHUK - ToBapncTBo 3 O6MexeHo BignosiganbHicTio «kKOHTpakTHO-JocnigHuuska OpraHisauis IHHothapM-
YkpaiHa»

No MN.1.6. BignoBiganbHOro gocnigHnKa
n/ HasBa micusi npoBeAeHHs KTiHIYHOrO BUNPOOYBaHHS
n

1. | nikap binotkau O.Y.

MeamnuHnin LeHTp ToBapucTBa 3 0OMEXEHOK BIANOBIAANbLHICTIO «EfenbBeiic Megike», NikyBasibHO-
npodpinakTMyHMiA Nigposain, M. Knis

2. | A.M.H., npod. MpuropeBa H.B.

KniHika gep>xaBHOi yCTaHOBMW «IHCTUTYT repoHToorii imeHi [l.®.YeboTapboBa HauioHanbHOT akagemii
MeAMYHUX HayK YKpaiHu», BigAin KNiHivHOT pisionorii Ta naronorii onopHo-pyxoBOro anapary,
BiAAINEHHS BiKOBOI NaToNOrii ONOPHO-PYX0OBOro anapaty, M. Kuie

3. | nikap Mocton C.B.

MeauyHWii LeHTp ToBapucTBa 3 OOMEXEHOK BignoBiAasbHICTIO «Meabya-KniHik», nikyBanbHO-
npocpinakTMyHuii nigpo3sgain, M. Kuis

4. | A.M.H., npodcp. WeBuyk C.B.

KniHika HaykoBo-gocnigHoro iHCTUTYTY peabinitTauii ocié 3 iHBanigHicTIO (HaB4aslbHO-HAaYKOBO-
NiKyBaJIbHUI KOMMIEKC) BiHHMLbKOrO HauioHa/IbHOTO MeAMYHOro yHiBepcuteTy iM. M.l Muporosa,
Big4i1 Tepanii Ta K/iHIYHOI peBMaTtonorii, BIHHWMUBKUA HauioOHa/IbHUIA MeAWYHWIA  yHIBEpCUTET
iMm. M.l. Muporosa, kadeapa BHYTPIiLLUHbOT MeanLMHU No2, M. BiHHMLSA

11. «Bigkpute gocnimkeHHs dhasn 3 g5 ouiHku edpeKTMBHOCTI Ta 6e3neyHocTi npenapaty PEMJTIAFAN® ans
nauieHTiB i3 XBOpo60t dabpi, Ak paHie He OTPUMYBasv NiKyBaHHS», ko4 focnimpkeHHs SHP675-301, Bepcis
3 nonpaBkoto 1 Big 01 kBiTHSA 2020 poky, cnoHcop - «Llaliep XbtomaH keHeTik Tepanis, IHK.», Cnosy4yeHi
LWtatn Amepuku (Shire Human Genetic Therapies, Inc., USA)

®asza - Il

3anBHUK - ToBapuncTBO 3 O6MexeHo BianosiganbHICTIO «KOHTpaKTHO-A0CNiAHULbKA opraHisauis IHHo®apm-
YkpaiHa»

Ne . . .
n/ M.1.6. BignosigasbHOro gocnigHuka,
n HasBa micus npoBeAeHHs KNiHIYHOro BUNPOGYBaHHS

1 nikap Cemepsik O.M.
KomyHanbHe HekomepuiliHe nianpnemcTBo JIbBiBCbKOi 06/1acHOT paaun «/1bBiBCbka 06/1acHa KiiHivHa
NiKapHs», HEBPOJIOTiYHE BifAAiNEHHSA, LEHTP JliKyBaHHA HEPBOBO-M'A3€BKX 3aXBOPIOBaHb, M. JIbBIiB




12. «BATATOLIEHTPOBE PAHOMI30BAHE TMOABIMHE C/IMNE AOCNIMKEHHA ®A3N Il Y
MAPANENBHUX TPYNAX 3 MOABIMHUM KOHTPOJIEM MNALIEEO ANA OLIHK/A E®EKTUBHOCTI TA
BE3MEYHOCTI ®EHEBPYTUHIBY MOPIBHAHO 3 TEPU®/IYHOMIAOM ¥ AOPOCANX MAUIEHTIB 3
PELMNAOMBYOUYNM PO3CIAHM CKIEPO30OM», kog pocnigpkeHHsa GN41851, sepcia 2 Big 21 ceprnHsA
2020 p., cnoHcop - ®.XodhdmaHH-N1a Pow fiTa, LWseliyapis

da3za - Il

3adaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiZNOBiAa/IbHICTIO «PoL YkpaiHa»

No M.1.B. BignosiganbHOro gocnigHuka,

n/n Ha3Ba Micus NpoBeAeHHs KNiHIYHOro BUNpo6yBaHHSA

1 O.M.H., npody. BonowwnHa H.IM.

JepxaBHa ycTaHoBa «lHCTUTYT HeBposorii, ncuxiaTpii Ta Hapkonorii HauioHanbHOT akagemil
MeaNYHNX HayK YKpaiHu», BigAifNeHHs ayToiIMyHHUX Ta [ereHepaTtuBHWUX 3axXBOpHBaHb HEPBOBOI
cucTemm, M. Xapkis

2 K.M.H. Fono6opoabko A.A.

KomyHanbHe HekomepLuiiHe nignpuemcTBo «Oaecbka o6nacHa kiHiyHa nikapHsa» Oaecbkol 0b61acHot
paaw, BigaineHHs Henpoxipyprii, M. Ofgeca

3 KEpIBHUK LEHTpY [poboTeHko B.I.

KomyHasibHe HekoMepLjiiHe nignpuemcTBo «Yepkacbka obGnacHa nikapHs Yepkacbkoi 06sacHol
pagu», 06nacHWiA LEHTP AiarHOCTMKM Ta MiKyBaHHS PO3CISSHOTO Cknepo3y Ha 6asi HeBPO/IOriYHOro
BigAineHHs, M. Yepkacu

4 nikap IrHaTeHko |.B.

MeauuHuii LeHTp NpmBaTHOrO NignpuemcTaa «Meplia npuBaTHa K/iHika», M. Kuis

5 K.M.H. Kanbbyc O.l.

KomyHanbHe nignpruemctBo «[HinponeTpoBCcbka 06nacHa KniHivyHa nikapHsa iM. |.I. MeyHukoBa»
[HinponeTpoBCcbkOi  06nacHoi  pagn, BigaineHHss  Hesponorii  Nel, [epxaBHuii  3aknapg,
«[HinponeTpoBCcbka MeAMyHa akagemis MiHicTepcTBa OXOpPOHW 3[0POB'A  YKpaiHu», kadenpa
HeBposorii, M. JHiNpo

6 O.M.H. KnpunueHko A.l".

KomyHanbHe HekomepuiiiHe nignpnemcTBo «Micbka KniHiYHa nikapHa Nel6» [HINPOBCLKOT MiCbKOT
paaw, BigaineHHsa Hesposiorii, M. [Hinpo

7 K.M.H. Koponsosa O.C.

MeguuHnii ueHTp ToBapucTBa 3 0OMEXEHOH BiANOBIJANLHICTIO «MeanyHWil LeHTp «[onomora-
natc», M. Knis

8 K.M.H. KocTioueHko A.B.

MeanyHWil LeHTp TOBapMCTBa 3 06MEXEHOI BifnoBigasibHICTIO «Xenc KniHik», MeguyHuii KniHiyHui
AOCNiAHNUBKWIA LEHTP, Bif4in 3arasibHOi Tepanii, M. BiHHMUS

9 O.M.H., npody. Mockosko C.I1.

MeauyHWii LeHTP ToBapucTBa 3 OOMEXEHOK BigNOBIAAIBHICTIO «MeguuHuii LueHTp «CanTem»,
NiKyBa/IbHO-NpopiNakTnYHMiA Bigain, M. BiHHMUA

10 | o.M.H., npocp. Herpwny T.1.

KomyHasibHe HekomepLiiiHe nignprueMcTBo JIbBIBCbKOT 061acHOi paan «J/1bBiBCbKa o61acHa KiiHivHa
NiKapHsi», HEBPO/OriYHe BigaineHHsi, M. J1bBiB

11 | K.M.H. HepsaHoBa FO.M.

KomyHanbHe HekoMepuiiiHe nignpneMmcTBo «Micbka nikapHs Ne9» 3anopisbkoi MiCcbKol paau,
BigAiNeHHs HEBPOAOTii, M. 3anopixxs

12 | 3aB. Bia. CkpunyeHko |.P.

KomyHanibHe HekoMepLiiHe NiAnpMEMCTBO XapKiBCbKOi 06/1aCcHOI paam «ObnacHa KiHivyHa fikapHsa»,
HeBposioriyHe BigaineHHs Nel, m. Xapkis

13 | K.M.H. XaByHka M.4A.

KomyHanbHe HekomepuiiHe nignpuemMcTBO «5-a Micbka K/iHiYHa nikapHsa M. JlbBoBa», HEBPOOriYHe
BigAiNeHHs, M. JIbBiB

14 | K.M.H. Uepke3 A.M.

KomyHasnibHe HekomepujliHe MiANpUEMCTBO «3amnopidbka o6/acHa KiiHiYHa nikapHA» 3anopisbkol
06n1acHoi paau, BigdinieHHsa Hesponorii Nel, M. 3anopixxs

15 | K.M.H. Yvnp I".C.

KomyHasibHe HekoMepLiiiHe nignpremcTBo «O6nacHa KiiHivYHa nikapHs IBaHo-PpaHKiBCbKOT 06/1acHOT
pagu», HEBPOJIOrivHe BiAfiNIEHHA 3 LEHTPOM PO3CiSIHOro Ck1epo3y, M. IBaHO-®paHKiBCbK

16 | kK.M.H. Wynera O.A4.

KomyHanbHe nignpueMcTBo «BonmHCbka ob6nacHa KniHivyHa nikapHa» BonuHCbKOiI o6nacHoi paaw,
HEBPOJIOriYHe BigaineHHs, M. JIyubK




13. «BigkpuTte, paHgomizoBaHe A0CNiMKEHHA AN OUiHKM BigHOCHOT 6iogocTynHocTi (B) i 6ioekBiBaN€HTHOCTI
(BE) npenapartiB y BUrnagi komoiHauii i3 cpikcosaHoto go3oto (KO /) Hipanapuoy nntoc adGipatepoHy auerar
(AA) y nopiBHAHHI 3 Hipanapnbom i AA, WO NpM3HaAYalNTbCA OAHOYACHO Y BUMNALI MOHoMpenapartis, Y
YOJ10BIKIB 3 pakoM nepeaMixypoBoi 3a103u», Ko AocnigxkeHHs 67652000PCR1001, sepcisa MNonpaska 1 Big 06
XOBTHA 2020 poky, cnoHcop - AHcceH ®apmaueBTuka HB /Janssen Pharmaceutica NV

da3za - |; gocnigpxeHHsi 6ioekBiBaSIEHTHOCTI

3aaBHuK - TOB «APEHCIA EKCINJIOPATOPI MEAICIH», YkpaiHa

No MN.1.B. BignoBiganbHOro gocnigHnKa

n/n HasBa micus npoBeAeHHs KNiHIYHOro BUNPOGYBaHHS

1 K.M.H. BoHgapeHko FO.M.

MeanYHWIA UEeHTp TOBapuCTBa 3 OOMEXEHOH BIANOBIAANBLHICTIO «[[@pPMOHIA Kpacu», BiggdineHHs
KNiHIYHNX BUNPO6YBaHb, M. KniB

14. «BigkpuTe paHAoMmi3oBaHe KOHTPO/IbOBaHE AOC/IIKEHHST 3 METOK OLHKM edDEKTMBHOCTI Ta 6€e3ne4YHOCTi
npenapaty UGN-102, a TakoX CTiliKOCTi BiANOBIAi Ha Tepanilo NpenapaToM Y NOEAHaHHI 3 TpPaHCYpPeTPasIbHO
pesekLiero CeYoBOoro Mixypa um 6e3 Hel B NauieHTiB i3 M'A30B0-HeiHBa3MBHMM PakoM Ce4Y0BOro Mixypa H1U3bKOro
CTYNeHs 3/104KICHOCTI 3 Tpynu MPOMIKHOTO pu3nKy (KOLOBe MO3HAYeHHA [OocnimkeHHA: ATLAS)», kop,
pocnipkeHHs BLO06, pepakuia 1.1 Big 16 BepecHs 2020 p., cnoHcop - «HOpoxeH ®apma Nimiteg» [UroGen
Pharma Ltd.], I3painb

®aza - Il

3asBHIK - TOBAPUCTBO 3 OBEMEXEHOIO BIAMNOBIAANBHICTHO «l EC AN-YKPAIHA»

No M.1.B. BignoBiganbHOro gocnigHnKa

n/n HasBa Micus npoBeAeHHs KiHIYHOTO BUNPOOYBaHHS

1. | 3aB. Bif. JlecHsik O.M.

KomyHanibHe HeKoMepuiiiHe nianpuemctBo «KniHiYHA nikapHa LWBMAKOI MeguyHOi  A0oMnoMoru
M. JIbBOBa», yPOoriYHe BiafineHHs, M. JIbBiB

2. K.M.H. bapgakos I".I".

KomyHanibHe HekomepujiiHe MignpueMCTBO «YepHIriBCbKUn MeAUYHWIA LLEHTP Cy4YacHOT OHKOMOrii»
YepHiriBCcbKOi 06/1aCHOI paan, abaoMiHaNbHe BiAAiIEHHS 3 YPONOTiYHUMU AiKKamKn, M. YepHiris

3. | KM.H. CaraHb O.C.

KomyHasnibHe HekomepujiiiHe MiANpUEMCTBO «3amnopidbka o6sacHa KhiHiyHa NikapHs» 3anopi3bKoi
06/1acHOI paau, YponorivyHe BigAineHHs, M. 3anopixksa

4. | A-M.H., Npod. AHTOHSAH .M.

KoMmyHasnibHe HekomepLiliHe nignprMeEMCTBO XapkiBCbKOi ob6nacHoi pagn «O6nacHuii MeguyHwuii
KiHIYHWIA UeHTp yponorii i Hedponorii im. B.I. LLlanoBana», yponoriyHe BigaineHHs Ne5, m. Xapkis

5. | nikap Ceprees C.M.

KomyHasibHe HekoMepLiiiHe nignpuemcTBo «Micbka KniHiYHa nikapHA Ned» [HINPOBCHLKOI MiCbKOI
paaw, BigaineHHs yposorii Ne2, M. [IHiNpo

6. | K.M.H. Hedbdpa M.HO.

KomyHaslbHe HekoMepujiiHe nignpPUeEMCTBO XapKiBCbKOI 061acHoi pagn «O6nacHUA  KNiHIYHWIA
creujanisoBaHUini - gucnaHcep pagiauiiHoro 3axucTy HacefneHHs», XipypriyHe Big4i1eHHS 3
OHKOJIOTYHMMU NTKKamMK, M. Xapkis

7. | 3aB. Big. Han6aHgsaH T.A.

KomyHasnibHe HekomepuiiHe nignpuemctBo  «OO6/aCHUIA  LUEHTP  OHKOJIONi»,  OHKOYPOJIOTiYHe
BiAJiNEeHHs, M. XapkKiB

8. | A.M.H., npodp. Penopyk O.C.

O6nacHe KOMyHa/lbHe HeKOMepLjiiHe NiANPUEMCTBO «YepHiBelbKa niKapHa LWBMAKOT MeanyHOT
[OMOMOrv», YpOnorivyHe BigaineHHs, M. YepHiBui

9. | A.M.H., npodp. KocTiok O.I.

KomyHasibHe HeKOMepLUiHe NignpueMCTBO «IMoAINbCbKNIA perioHaNbHUIA LLEHTP OHKOOTIT BiHHULbKOT
061acHOI paau», yponoriyHe BigaineHHs, M. BiHHMUS

10. | nikap Nouynsik A.B.

KomyHanibHe HekomepuiliHe nignprneMmcTBo «O61acHa KniHivHa nikapHs IBaHo-®paHKiBCbKOT 06/1aCHOI
pafv», yposoriyHe BigfineHHs, M. IBaHO-®paHKiBCbK

11. | A.M.H., npod). MonyaHoB P.M.

KomyHanbHe HekomepuiiHe nignpuemcTBo «Micbka KiHiYHa nikapHa Ne6» [JHINPOBCLKOI MiCbKOT
paaw, yponoridyHe BigaineHHs, M. [HiNpo

12. | K.M.H. WocTtak M.B.




KomyHasibHe HekomepLiiiHe nianprMemcTBo «Micbka KniHibyHa nikapHa NelO» Opecbkol MicbKoi pagu,
yponoriyHe BiggineHHsa Ne2, m. Ogeca

13. | K.M.H. BuHHK14eHko 1.0.

KomyHasibHe HekomepuiiHe nianpueMcTBo CymcbKoi o6nacHoi paan CyMcbkuiA 061acHWIn KNiHiYHWiA
OHKOJIOTYHWIA AncnaHcep, OHKoXipypridHe BigaineHHs Nel, m. Cymu

14. | g.m.H., npody. PycuH A.B.

KomyHasibHe HekoMepLiiiHe NiANPUEMCTBO «3akapnaTCbK1ii NPOTUMYX/IMHHUIA LeHTP>» 3akapnaTcbKol
061aCHOI paau, BiAAiNEHHA Xipyprii NyX/IMH, M. Y>ropoa

15. | a.m.H., npody. KpmxaHiscbka A.€.

KomyHanbHe HekomepLiiiHe nignpremcTBo «lpukapnaTtCbKuii KNiHIYHWIA OHKOIOTYHWIA LEeHTP IBaHoO-
dpaHKiBCbKOi 06/1acHOT  pagu», MaMoJIoriYHe BIAA4IIEHHS, |BaHO-PpPaHKIBCbKUA  HaLiOHa/IbHUIA
MeAUYHUIA YHIBEPCUTET, Kaddeapa OHKOJIOrIT, M. IBaHO-PpaHKiBCbK

16. | A.M.H., npodp. CTtyck B.IM.

KomyHasibHe MignprveMCTBO «[HiNponeTpoBCcbka oOb6siacHa KiHiyHa nikapHsa iM. |l MeyHukoBa»
JHinponeTpoBCcbLKOT 061acHOT paaw, BigaineHHs yponorii Ne2 (oHkosoriyHe), M. [IHInpo

15. JocnipkeHHs doasn 1b/2 npenapaTty TAK-981 y noeaHaHHi 3 MNembponisymabom A5 OLjiHK1 6e3MeYHOCTI,
NepeHoOCMMOCTI Ta NPOTUNYX/IMHHOT aKTUBHOCTI LiET KOMBIHaLT y NauieHTiB 3 OKPEMUMI NPOrpecyryMmmn abo
MeTacTaTU4YHMMK COMIAHUMK NyxnnHamn, kog pocnigxeHHs TAK-981-1502, Bepcisi 3 iHKOPNOpPOBaHO
nonpaskoto 01 Big 22 kBiTHA 2020 p., cnoHcop - «Takega [esenonmeHT CeHTep Amepikac, IHK.» («TAC
Awmepikac»), CLUA (Takeda Development Center Americas, Inc. (TDC Americas), USA)

®a3za -l

3aaBHUK - ToBapucTeo 3 O6MmexeHo BignosigasnbHicTio «KoHTpakTHO-AocnigHnubka OpraHisavis
IHHOhapM-YKpaiHa»

No M.1.6. BignoBigasibHOro AocnigHukKa

n/n Ha3Ba micLg NpoBeAEeHHSA K/iHIYHOro BUNPOo6YyBaHHS

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

KomyHasibHe HekoMepujiiHe nignpuemcTBo «Micbka KniHiYHa nikapHa Ned» [IHINPOBCBLKOT MiCbKOT
paan, rocrnpo3paxyHKOBMWIA BigA4il LEHHOTO CTauioHapy MICbKOro XiMioTepaneBTUYHOrO LEHTPY,
M. [JHinpo

2 3aB.Big. ApobHep I.I.

KomyHasibHe HekoMepLiiiHe NigNPUEMCTBO «XMEeJIbHULbKUIA 06M1acHUA NPOTUNYXANHHUIA LeHTP»
XMenbHMLUbKOI 06n1acHOT paau, BigdiNeHHs1 HOBOYTBOPEHb FPYAHOT 3a/1031, LKIPU, M'SIKUX TKaHWH Ta
KICTOK, M. XMe/TbHULbKWNIA

3 O.M.H., npod. AyaHiyeHko O.C.

JepxaBHa yctaHoBa «IHCTUTYT 3arasibHOT Ta HEBIAKNAAHOI Xipyprii imeHi B.T.3aiueBa HauioHaibHOI
akagemii MeanyHnX Hayk YKpaiHu», BigaineHHs rHinHOT Xipyprii Ha 25 NiKOK 3 nanaTok iHTEHCUBHOT
Tepanil Ha 6 NiKOK, XapKiBCbka MeAnyHa akagemis nicnagunioMHol OCBiTH, Kadyeapa OHKonorii Ta
ANTAYOT OHKOOr T, M. XapkiB

4 3aB. Bifg. Ko63es O.1.

KomyHanbHe HekomepuiiiHe nignpuemcTBo «O61acHWI LLEHTP OHKOJIONiT», OHKOXIpYpridHe BiaaineHHs
OpraHiB rpyAHOT MOPOXHMHN, M. XapKiB

5 K.M.H. MomiHuyk O.B.

ToBapncTBO 3 0OMEXEHOH BiANOBIJabHICTIO «MeanyHuiA LeHTp «BEPYM», M. KniB

6 nikap CiHenbHikoB 1.B.

KomyHanbHe MignpuemMcTBo «BONMHCBKWIA 06GNACHUIA MeguUHWUIA LEHTP OHKONOri» BOANHCLKOT
061acHol paaun, OHKooriYHe XiMioTepaneBTUYHE BiagiNneHHs, M. JIyLubK

16. «baraTtoueHTpoBe, paHAOMi3oBaHe, noAgiiiHe cnine pgocnimkeHHs Il dasm kombiHauii MK-7684 3
nemo6posnisymaéom (MK-7684A) nopiBHAHO 3 MOHOTeparieto nemoposiisymabom B AKOCTi NepLUoT MiHiT Tepanii
ONS yyacHWKiB 3 PD-L1-no3nMTUBHUM MeTacTaTUYHUM HeAPiGHOKNITMHHUM pakoM JIereHiB», Ko AOCNiAKeHHA
MK-7684A-003, Bepcia 00 Big 19 xoBTHA 2020 poky, crnioHcop - «Mepk LWapn eHg Joym Kopm.», Ao4ipHE
nignpunemcteo «Mepk eHz Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.,
USA)

Pa3za - Il

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

| Ne | M.1.6. BignoBiganbHOro AocnifgHMKa




n/ HasBa micus npoBeAeHHs KMiHIYHOro BUNPOGYBaHHS

3

1. | A.M.H., npod. J/inceHko C.A.

KomyHanbHe HekomepLiliHe nianpnemcTBo «lofinbCbkuii perioHasibHWiA LEeHTP OHKO/OTIT BiHHMLBbKOT
obnacHoi Paan», ximioTepaneBTUYHe BiaAiNEHHS, BiHHULUBKWI HaLiOHa/TbHUIA MegUYHWA yHIBepcUTeT
iM. M.I. MnporoBa, kadhefpa NPOMEHEBOT AiarHOCTMKW, NPOMEHEBOI Tepanii Ta OHKOJ10Tii, M. BiHHMUA

2. | nikap Nineupka O.M.

KomyHanbHe HekomepuiliHe MmignpremMcTBo «XUTOMMPCbKUA 06G/1aCHWA OHKOMOTIYHUIA AucnaHcep»
YKutomupcbkoi o61acHoi paau, XimioTepaneBTUYHE BigdineHHs, M. XKutomup

3. | A-M.H. KonecHik O.I.

MegaunyHuii ueHTp ToBapucTBa 3 OOMEXEHOK BignoBigasIbHICTIO «OHKoMan», AEHHUIA cTauioHap,
M. 3anopixoks

4. | nikap NMapamoHos B.B.

KomyHasibHe HekomepuiiiHe MignpueMCTBO «Yepkacbkuii 06nacHWii  OHKOMOTIYHUIA - AncnaHcep
Uepkacbkoi o06nacHOi pagu», 06MacHMii LEHTP KAIHIYHOT OHKOAOTrii  (OHKOXiMIOTEpaneBTUYHWIA),
M. Yepkacu

5. | nikap boiiko B.B.

KoMyHanibHe HekoMepUiiHe nignpueMCcTBO «lpukapnaTCbKUii KMiHIYHWIA OHKOMOTIYHWI LEeHTp IBaHo-
dpaHKiBCbKOT 061acHOT pagu», XipypriyHe BigaineHHsa Ne2, M. IBaHO-®paHKIBCbK

6. | A.M.H., npody. AyaHiveHko O.C.

JepxaBHa ycTaHoBa «IHCTUTYT 3arafibHOI Ta HEBiAKNaAHOI Xipyprii imeHi B.T. 3aiiuesa HauioHannbHOT
akagemii MeanyHNX Hayk YKpaiHu», BiagineHHs rHikHOT Xipypril Ha 25 NibKoK 3 NasnaTor iHTEHCUBHOI
Tepanii Ha 6 NixoK, XapkiBCbka MeAuyHa akagemis nicnsagmnioMHoOT OCBITH, kaddegpa OHKOMOriT Ta
ONTAYO0T OHKONOrT, M. XapKiB

7. | K.M.H. Agamuyk I".A.

KomyHanbHe nignpuemMcTBo «KprBOpi3bkuiA OHKONOFYHWI gucnaHcep» [JHINponeTpoBCbKOi 06/1acHOT
pagu», XimioTepaneBTuyHe BigaineHHs, M. Kpusuii Pir

8. | nikap 3y6 O.B.

KomyHanbHe HekoMmepuiiHe nignpuemMcTBO «UYepHIriBCbKUA MeANYHUA LEHTP Cy4acHOi OHKOMOrii»
YepHiriscbkoi 061acHoi paau, BigaiIeHHs KNiHIYHOT OHKONOrIT Ta riHekoorii, M. YepHiris

17. «Bigkpute gocnimkeHHs 1 pasu 3 ouiHK1 6e3neyHocTi, hapmMakokiHeTUKK | hapMakoguHaMiku npenapaty
JNJ-64264681 B y4acCHMVKIB 3 HEXOKKIHCLKOK NiIMGIOMOI Ta XPOHIYHMM AiMAIOLMTapHUM EKO30M», KOZ
BunNpobyBaHHa 64264681LYM1001, nonpaBka 3, Big 14 cepnHsa 2020 poky, crnoHcop - HAHcceH-Cinar
IHTepHewHn HB, benbrist / Janssen-Cilag International NV, Belgium

Pa3za - |

3asaBHUK - TOB «APEHCIA EKCIJTOPATOPI MEAICIH», YkpaiHa

Ne M.1.6. BignoBigasbHOro AocnigHuka

n/n HasBa micus npoBeAeHHs KNiHIYHOIro BUNPO6YBaHHS

1 O.M.H. lNepexpecTeHko T.I1.

ToBapncTBO 3 0OMEXEHOI0 BiANOBigabHICTIO «MeanyHWiA LeHTp iMeHi akagemika HOpis Mpokonosrya
CnixeHka», Bigain kiiHivHMx gocnigxkeHb Ne 1, KniBcbka 06n1acTb, KneBo-CBATOLIMHCHKWIA paiioH,
c. KanitaHiBka

18. «Bigkpute, paHgomizoBaHe pocnimpkeHHs Il ¢a3m ana ouiHkm ed)ekTMBHOCTI Ta 6e3neyHoCTi
nemo6ponisymady (MK-3475) y kombiHauji 3 6ensytncaHom (MK-6482) ta neHBaTnHiobom (MK-7902), a6o
MK-1308A y kOMbiHaLiT 3 IeHBaTMHIGOM MOPIBHAHO 3 NEMOPOIZyMaboMm | IeHBATUHIOOM B AKOCTi NepLUOi iHii
Tepanii ANA  Yy4YaCHUKIB 3 PO3MOBCHOKEHOK  CBITNOKNITUHHOK  HUPKOBO-K/TITUHHOK — KapUUHOMO,
koA pgocnigpkeHHs MK-6482-012, 3 iHkoprioposaHoto nonpaskoto 01 Bif, 26 ciuHsa 2021 poky, cnoHcop - «Mepk
LWapn eHg Joym Kopn.», aodipHe nignpneMmctBo «Mepk eHg Ko., IHk.», CLLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

®a3za - Il

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

Ne M.l.6. BignoBigansHoOro gocnigHuka,

n/n Ha3Ba Micus NpoBefleHHs KNiHIYHOro BUNpo6yBaHHSA

1 O.M.H., npod). KpmxaHicbka A.€.

KomyHanbHe HekomepLiiHe nignpremcTBo «lpukapnaTcbkuiA KNiHIYHWI OHKOOTYHWIA LEeHTP IBaHO-
®paHKiBCbKOi 061acHOT paamn», BiffiIeHHA AeHHOro cTauioHapy, |IBaHo-®paHKiBCbKuiA HaUiOHabHWIA
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MeAMYHUI YHIBEPCUTET, Kadpeapa OHKONorii, M. IBaHO-PpaHKIBCbK

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

KomyHanibHe nignpuemMcTBO «[HinponeTpoBCcbka o6GnacHa KhiHivHa nikapHsa im. LI, MeyHukoBa»
[HinponeTpoBCcbKOi 06nacHoi pagu», BigdineHHs yponorii Ne2 (oHkonoriyHe), JepxaBHuii 3aknag,
«[JHINponeTpoBCbka MeguyHa akagemis MiHicTepcTBa OXOpPOHW 3[0POB'A  YKpaiHu», kadegpa
yposorii, M. JHiNpo

3 K.M.H. Xapeba l.l'.

KomyHasnibHe HekomepuiiHe nignpMeMCTBO XapkiBCbKoi o6nacHoi pagn «O6nacHuii MeanyHwii
KNiHIYHWA LeHTp ypororii i Hedoposnorii im. B.l. Lanosana», BigAineHHs OHKOMOrYHOI yposorii Ne5,
M. XapkiB

4 3aB. Big. HanbaHasH T.A.

KomyHanbHe HekomepuiiiHe nignpuemctBo «O6nacHWiA  LEHTP  OHKOOrii»,  OHKOYpOsIoriyHe
BigAiNeHHs, M. XapkiB

5 AuvpekTop MNapamoHos B.B.

KomyHasibHe HekomepujiiiHe nignpUEMCTBO «Yepkacbkuii 06/1aCHUIA  OHKOJOTIYHWIA  gucnaHcep
Uepkacbkoi obnacHoi pagu», O6/acHUA LEHTP K/IIHIYHOT OHKOAOrii (OHKOXIMIOTEpaneBTUYHWIA),
M. Yepkacu

6 nikap 3y6 O.B.

KomyHanbHe HekomepujiliHe MignpueMcTBO «YepHIriBCbKU MeAUYHWA LLEHTP Cy4YacHO! OHKOJOrii»
YUepHiriBCbKOi 06/1aCHOI paau, BiadiNeHHs KIiHIYHOT OHKOOrIT Ta riHekonorii, M. YepHiris

7 nikap rouynsik A.B.

KomyHanbHe HekomepLuiiHe nignpuemcTtBo «ObaacHa KniHivyHa nikapHs IBaHo-®paHKiBCbKOT 06/1aCHOT
pagun», BigaineHHs yponorii, M. IBaHO-®paHKiBCbK

8 nikap 3BoHapboBa H.I".

KomyHanbHe nignpuemctBo «[HINPOBCbKWA 06AaCHWI  KIIHIYHWIA  OHKOMOTIYHWI  gucnaHcep»
JHinponeTpoBCcbKoi 061acHOI paan, OHKOXiMioTepaneBTUYHE BigaineHHs, M. [IHInpo

19. «KniHiuHe gocnimpkeHHA hapmakokiHETUKK, 6e3neku i nepeHocumocTi npenapaTy FinepTpun, po3yunH ans
iH'ekuii 5 mr/mn, BupobHuuTBa [MpAT «/lekxiM-XapkiB» 3a yuvacTio HBO «®dapmaTpoH», y 340pOBMX
Jo6poBonbLiB», kon pocnimpkeHHs LCKHIGPTIPK, Bepcis Ne 2 Big 12.02.2021, cnoHcop - lNpuBaTHe
aKLioHepHe ToBapuCTBO «J1ekxiM-XapkiB», YkpaiHa

da3sa - |

3aaBHUK - MNMpuBaTHe AKUioHepHe ToBapuCTBO «J1ekxim-XapkiB», YkpaiHa

Ne M.I.6. BigNoOBiga/IbHOro AOC/IAHNKA,

n/n HasBa micLi npoBeAeHHs KNiHIYHOro BUNPO6YBaHHS

1 | ron. nikap Aptuu B.1.

ML, TOB «KniHika IHHO®AP - YkpaiHa I[HHOBeWTiB ®apma Pecepu», UepHiBeubka 0611.,
HoBocenuubknii paiioH, ¢. bosiHn

2 | K.6.H. Nli6iHa B.B.

Nabopartopis dapmakokiHeTukn (M. XapkiB) AN «[epXaBHWn ekcnepTHWUA LeHTp MiHicTepcTBa
O0XOPOHM 3[00pPOB’A YKpaiHu», M. XapkiB

20. bpowypa AocnigHuka ComanayutaH (NNC0195-0092) pgocnigxeHHAa NN8640 - nedpiumt ropmMmoHy
pocTy y piTeii Ta gopocnunx, BugaHHsa 11, cpinanbHa Bepcia 1.0 Big 22 ciuHAa 2021 poKy, aHINiliCbKOLO
MoBoto; lopgaTtok 1, “Nonclinical Study Tabulations” ao Bpowypu JocnigHuka ComanauyutaH BUgaHHs
11, c¢iHanbHa Bepcia 1.0 Big 22 ciuHA 2021 poKy, aHrAiicbKO MOBOLO; flogaTok 2, “Summary of
clinical data from completed clinical trials” ao Bpowypu OocnigHuka ComanauutaH BugaHHAa 11,
chiHanbHa Bepcia 1.0 Big 22 ciuHa 2021 poKy, aHrfaiiicbkoo moBoto; flogatok 3, “Tables of adverse
events” no Bpouwypu JocnigHuka ComanayutaH BugaHHs 11, cpiHanbHa Bepcisa 1.0 Big 22 ciuHsa 2021
POKy, aHIMiNCbKOIO MOBOIO; 3a/lydeHHsA AoAaTKkoBOi BUpPo6Hu4oi ginsaHku Novo Nordisk AIS (Hallas
Alle, Kalundborg, 4400, Denmark) ansa gocnigxysaHoro nikapcbkoro 3acooy ComanauutaH; OHOBMEHi
po3ainu pocbe gocnigKyBaHOro nikapcbkoro 3aco6y ComanauutaH: Po3gin Facilities and Equipment,
thiHanbHa Bepcia 5.0 Big 23 nuctonaga 2020 p., aHrailicbkolo moBoto; Po3gin 3.2.S.2 Manufacture,
chinanbHa Bepcia 8.0 Big 15 rpyaHa 2020 p., aHrnilicbkoio MoBoto; Po3gin 3.2.S.4 Control of Drug
Substance, chiHanbHa Bepcis 6.0 Big 03 rpyaHsa 2020 p., aHrfilicbkolo MoBoto; Po3gin 3.2.S.7 Stability,
chinanbHa Bepcia 11.0 Big 07 rpyaHa 2020 p., aHrniiicbkolo moBoto; Po3gin 3.2.P.2 Pharmaceutical
Development, ciHanbHa Bepcia 3.0 Big 14 rpyaHsa 2020 p., aHrniiicbkoo mMoBow; Po3sgin 3.2.P.3
Manufacture, chiHanbHa Bepcis 4.0 Big 14 rpygHsa 2020 p., aHrnilicbkoto moBoto; Posgin 3.2.P.5 Control
of Drug Product, ciHanbHa Bepcia 6.0 Big 14 rpygHa 2020 p., aHriiicbkolo moBoto; Posgin 3.2.P.8
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Stability, piHanbHa Bepcisa 10.0 Big 15 rpygHa 2020 p., aHrNiicbKOK MOBOIO; JIUCT-BiTaHHS, ddiHaNnbHa
Bepcia 2.0-UA(UK) Big 01 ntotoro 2021 p., yKpaiHCbKOI0 MOBOIO; JIUCT-BiTaHHSA, (hiHanbHa Bepcis 2.0-
UA(RU) Big 01 ntotoro 2021 p., pocilicbkoro MoBOHO; JIucT-noasika, tpiHanbHa Bepcia 2.0-UA(UK) Big 01
moToro 2021 p., ykpaiHCbKOlo MOBOIO; JIUCT-noAsika, piHanbHa Bepcia 2.0-UA(RU) Big 01 niotoro 2021
p., pocilicbkoto moBoto; pacpik BisuTiB, NnepegdaveHnx gocnimpxkeHHam REAL 5, chiHanbHa Bepcis 3.0-
UA(UK) Big 01 ntotoro 2021 p., yKpaiHCbKOIO MOBOO; paddik BisuTIB, nepeadavyeHnX AOCNIIKEHHAM
REAL 5, ciHanbHa Bepcia 3.0-UA(RU) Big 01 ntotoro 2021 p., pocilicbkoio MmoBoto; KHura «Ipadik
Bi3uTiB», (piHanbHa Bepcia 2.0 Big 11 TpaBHA 2020 p.; Hakneiikm gna kHurn «Fpadik Bi3uTIB»,
thiHanbHa Bepcia 2.0 Big 12 TpaBHA 2020 p. A0 NPOTOKO/Y KNiHIYHOTO BUNPOOYBaHHA «[OCNimKEHHS 3
nigoéopy A03n ANns OLiHKM ePeEKTUBHOCTI | 6e3nekn 3acTocyBaHHs npenapaTy ComanauyuTtaH (somapacitan)
OAMH pa3 Ha TWXAEHb Y MOPIBHSAHHI 3 3acTOCyBaHHAM npenaparty HopgitponiH® (Norditropin®) oguH pa3 Ha
OEHb y AiTei i3 3aTPUMKOI0 POCTY, L0 6yn HapOMKEHI ManuMmK Ansa rectauiiHoro Biky Ta He HasgorHam y
3pOCTi [0 BiKy 2 poku Ta cTapLue», kog, gocnigxkeHHss NN8640-4245, chiHanbHa Bepcis 4.0 Big 12 rpyaHa 2019
p.; cnoHcop - Novo Nordisk A/S (Denmark)

3asBHuK - TOB «HoBo Hopgaick YkpaiHa»

21. bpouwypa focnigHuka ComanauutaH (NNC0195-0092) nocnigpxeHHa NN8640 - nedpiuut ropmoHy
pocTy y piTeii Ta gopocnunx, BugaHHsa 11, cpinanbHa Bepcia 1.0 Big 22 ciuHA 2021 poKy, aHINiliCbKOLO
moBoto: lopaTtok 1, “Nonclinical Study Tabulations” no Bpowypu AocnigHuka ComanayutaH BUAaHHA
11, chinanbHa Bepcisa 1.0 Big 22 ciuHa 2021 poky, aHrnilicbKo MoBoto. flogatok 2, “Summary of clinical
data from completed clinical trials” o Bpowypu AocnigHuka ComanauutaH BugaHHsa 11, ciHanbHa
Bepcia 1.0 Big 22 ciuHa 2021 pokKy, aHrniiicbKoo moBoto. flopatok 3, “Tables of adverse events”’go
Bpowypu focnigHuka ComanauutaH BugaHHa 11, ciHanbHa Bepcia 1.0 Big 22 ciuHa 2021 poky,
aHrNificbKo MOBOLO. 3a/lyueHHsA [0AATKOBOI BMpPoGHMUOL ginAaHkm Novo Nordisk A/S (Hallas Alle,
Kalundborg, 4400, Denmark) gnsa pgocnigKyBaHOro nikapcbkoro saco6y ComanauyutaH; OHOBEHi
po3Aainu pgocbe gocnigKysaHoro nikapcbkoro saco6y ComanauutaH: Po3gin Facilities and Equipment,
thiHanbHa Bepcia 5.0 Big 23 nuctonaga 2020 p., aHrniiicbkoo MoBoto; Po3gin 3.2.S.2 Manufacture,
c¢hiHanbHa Bepcia 8.0 Big 15 rpygHAa 2020 p., aHrnificbkolo moBoto; Po3pgin 3.2.S.4 Control of Drug
Substance, chiHanbHa Bepcis 6.0 Big 03 rpyaHa 2020 p., aHrnificbkoto MoBoto; Po3gin 3.2.S.7 Stability,
c¢hiHanbHa Bepcia 11.0 Big 07 rpygHa 2020 p., aHrniicbKkolo MoBoto; Po3gin 3.2.P.2 Pharmaceutical
Development, ciHanbHa Bepcia 3.0 Big 14 rpyaHsa 2020 p., aHrniiicbkoro mMoBow; Po3gin 3.2.P.3
Manufacture, piHanbHa Bepcis 4.0 Big 14 rpyaHsa 2020 p., aHrnificbkolo moBoto; Po3gin 3.2.P.5 Control
of Drug Product, diHanbHa Bepcia 6.0 Big 14 rpygHa 2020 p., aHrniiicbkoto mosoto; Po3sgin 3.2.P.8
Stability, ¢piHanbHa Bepcis 10.0 Big 15 rpyaHsa 2020 p., aHrNilicbKOK MOBOKO [0 NPOTOKO/Y K/iHIYHOro
JocnipkeHHs  «JocnimpkeHHa edekTMBHOCTI Ta 6e3neku 3acTocyBaHHA npenapaty ComanauyurtaH
(Somapacitan) ognH pa3 Ha TWXKAEHb Y NOPIBHAHHI 3 WOAEHHUM 3acTOCyBaHHAM npenapaty HopAiTponiH®
(Norditropin®) y gitein 3 gediunToM ropMoHy pocTy», koA aocnimxkeHHs NN8640-4263, chianbHa Bepcis 3.0
Big 01 nunHa 2019 p.; cnoHcop - Novo Nordisk A/S (Denmark)

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

22. OHOBMEHU NPOTOKO/ KiiHiYHOro BunpoG6yBaHHA SAMSON-II, Bepcia 4.0 Big 26 niotoro 2021
(aHrniicbKkol MOBOO); Popma NMCbMOBOI iH(hopmoBaHoOi 3rogun, Bepcisa 3.0 Big 04 GepesHa 2021,
(nepeknap, agantoBaHoOi ans YkpaiHm Bepcii 3.0 Big 04 G6epe3Hsa 2021 Ha ocHoBi 3pa3ka d®opmu
iHcbopmoBaHoOi 3rogun, maiictep Bepcia 3.0 Big 26 ntotoro 2021) ykpaiHCbKOIO Ta POCiliCbKOI0 MOBamu;
AokymeHT Protocol Clarification Letter: Clarification of the eligibility criteria (inclusion criteria 6 /
exclusion criteria 5) Big 24 nwTtoro 2021; [MpoAOBXEHHA TepMiHY TPUBANOCTI KJiHIYHOro
BUNPOGYBaHHA B YKpaiHi 8o 31 rpyaHsa 2022 10 NpOTOKOMY KNiHIYHOTO BUNPOGYBaHHA «PaHAoMi3oBaHe,
nofgiiHe cnine, 6GaraToUeHTPOBE AOC/IMKEHHS ekKBiBasleHTHOCTI pasu |l y napanenbHux rpynax gns
NOPIBHAHHA edpeKTUBHOCTI, 6e3nekun, hapmakokiHeTUKN Ta iMyHoreHHocTi HD204 Ta ABacTMHY® y naLieHTiB 3
MeTacTaTUYH1UM abo peunanBHUM HEMTOCKOKTITUHHUM HEAPIOGHOKNITUHHUM PaKoM JSlereHb, KoA, AOCNiIKeHHSA
SAMSON-II, Bepcia 3.0 Big 19 TpaBHa 2020; cnoHcop - Prestige BioPharma Limited, CiHranyp

3asaBHUK - TOB «Kpomocdapma YkpaiHa»

23. MonpaBka A0 A[OCbE AocnimKyBaHOro nikapcbkoro 3acod6y (CTA Quality data amendment)
SAR439859 (amorphous), TBepaa kancyna, 100 mr, po3gin P.8 CtabinbHicTb, Bepcia Big 19 niotoro
2021p., aHrnificbkoto MOBOIO; 30iNIbLUEHHA TePMiHY 36epiraHHsA AOCAiAKYBaHOro JliKapCbKOro 3acooy
SAR439859, TBepaa kancyna, 100 mr, 3 24 no 30 micAuiB 40 NPOTOKOAIB KNiHIYHUX AOCNIMKEHb: «Bigkpute
paHgoMi3oBaHe [OCMIIXKEHHSA 2 dhasu, WO NPOBOAUTLCA 3 METOH MOPIBHAHHA Tepanii SAR439859 i
€HAOKPUHHOT MOHOTepanii, BMOpPaHOi sikapeMm, Yy MauieHTIB 3 eCTPOoreH-peuentop-nosvtusium, HER2-
HeraTMBHMUM MiCLLEBOMOLIMPEHM abo MeTacTaTMyHMM PakoM MOJIOHYHOI 3a/1031, SKi paHile OTpUMyBauin
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ropMoHasibHy Tepanito», kog docnimkeHHs ACT16105, npotokon 03, Bepcia 1 Big 30 uepBHA 2020p.;
«focnipkerHa Il casn, Wo npoBoaUTLCA 3 METOK NOPIBHAHHA Tepanii ABox o3 SAR439859 (SERD) i
NeTpo30sly y XIHOK B NOCTMeHonaysi, fKMM MOTPiGHe onepaTMBHE BTPy4YaHHs, 3 eCTpPOreH-peLenTop-
no3uTnBHUM, HER2-HeraTMBHUM MEPBUHHO AiarHOCTOBAHUM PakoM MOJIOYHOT 3a&/103U», KoL, LOCNIIXKEHHS
ACT16106, npotokosi Ne 01 3 nonpaskoto, Bepcisa 1 Bif 20 ciuHa 2020 poky; cnoHcop - sanofi-aventis recherche
& developpement, France (CaHodi-ABEHTIC peLlepLu e AesenonmaH, ®paHLis)

3aaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

24. NMopoBXeHHA TepMiHy npugatHocTi AJ13 ABX464, kancyna 50 Mr 3 54 go 60 micAuiB A0 NpoTOKONy
KNiHiYHOro BMNpobyBaHHS «Bigkpute gocnigxeHHsa dpasn 2b ona BU3HaYeHHSA edPEKTUBHOCTI Ta 6€3MeYHOCTI
npenapaty ABX464 Ak nigTpumytoyoi Tepanii B NauieHTiB i3 BUPa3KoBMM KONITOM CepefHbOro Ta TSXKOro
CTyneHs», kog pocnipkeHHs ABX464-104, sepcia 3.0 Big 10 BepecHa 2020 poky; cnoHcop - ABIVAX,
PpaHLis

3anBHUK - NignpremcTBo 3 100% iHo3eMHOM iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

25. OHOB/IEHMI NPOTOKOJ1 K/iHIYHOro BMNpoGyBaHHA M19-850, Bepcis 5.0 Big 07 ciuHa 2021 poky;
®dopma iHthopmoBaHOi 3rogn Ha y4acTb y HAyKOBOMY K/liHIUHOMY AOC/iAKEHHI Ta Y HEOGOB’AI3KOBOMY
pocnipxeHHi, Bepcia 3 gna YkpaiHu Big 09 niotoro 2021 poKy, yKpaiHCbKOIO Ta POCiliCbKOIO MOBamu;
3miHa agpecu 3asiBHUKA K/iHIYHOro BUNpoGyBaHHA — «E6GBI BiohapmacbkloTikan3 Fm6X», LLUBeiiuapis
[0 NPOTOKO/Y KAiHIYHOro BMNpobyBaHHsS «Bigkpute gocnigpkeHHs 3b dpasn 3 ouiHkKM NPoAoBXEHHS Tepanii
ynagauuTuHioomMm y AOpOCAMX MalieHTiB 3 aToMmivyHMM AepMaTMTOM Bif, MOMIPHOTO [0 BaXKOro CTyMneHs
TSOKKOCTI, SIKi 3aBepLUMIN NiKyBaHHA Y Mexax AocnimkeHHs M16-046x», kog gocnigpxkeHHs M19-850, sepcis 4.0
Big 06 6epe3Hs 2020 poky; cnoHcop - «E66BI IHk», CLUA / AbbVie Inc., USA

3anaBHuK - «<E66BI BiohapmacktoTikan3 FTmM6X», LLseliyapis

BYNO CTANO
Heilixodwtpacce 23, 6341 M. baap, WBeiiyapia | Anbte LTaiiHxaysepwTpacce 14, 6330 Xawm,
(Neuhofstrasse 23, 6341 Baar, Switzerland) Lsenuapia (Alte Steinhauserstrasse 14, 6330
Cham, Switzerland)

26. TMpotokon kniHiYHOro pocnimpkeHHs ACP-103-035, nonpaBka 3 Big 11 cepnHa 2020 poky,
aHrNincbKo MOBOLO;3MiHa OpuanYHOi agpecn CnoHcopa ctaHOM Ha 1 BepecHsa 2020 poky:
MonepeaHsa agpeca- KomnaHia «Akagia ®apmacbloTikans IHK.», 3611 Benni CeHTtep Apaiis, odic 300
CaH-Aiero, wrar KanicopHis, 92130 CnonydeHi Ltatn Amepukn; HoBa agpeca -KomnaHia «Akagia
®dapmacbloTikan3 IHK.» 12830 En KamiHo Pwuan, odhic 400 Can-Aiero, wrtar KanidopHia, 92130
CnonyudeHi Wtatu Amepuku; Bpowypa gocnigHuka npenaparty lNimaBaHcepuH (ACP-103), BugaHHsa
14.0 Big, 17 nunHAa 2020 poKy, aHrilicbkolo MOBOLO; IHhopmauiiHuii nucTok i hopma 3roau, Bepcis
V7.0UKR(uk)1.0 Big 11 ciuHa 2021 poky, nepeknag yKpaiHCbKO MOBOK Big 18 ciuHa 2021 poky;
IHbopmauiiiHuii nucTok i chopma 3rogn, Bepcia V7.0UKR(ru)1.0 Big 11 ciuHa 2021 poky, nepeknap,
pocilicbkoto MoBoto Bif 18 ciuHsA 2021 pokKy; IHchopmaLiiiHuiA NMCTOK | (hopma 3rogn ocobum, fika Hagae
pornap nauieHtosi, Bepcia V5.0UKR(uk)1.0 Big 11 ciuHAa 2021 poKy, nepeknap, yKpaiHCbKOI0 MOBOIO Bif
18 ciuHA 2021 poky; IHchopmauiiiHnii nucTokK i hopma 3rogym ocobwm, sika Hagae AornA4 nayieHToBi,
Bepcis V5.0UKR(ru)1.0 Big 11 ciuHsa 2021 poky, nepeknag pociiicbKoio MoBO0 Bif, 18 ciuna 2021 poky;
®dopma ycHoi iHpopmoBaHoi 3rogn, Bepcia V1.0UKR(uk)2.0 Big 11 ciuHa 2021 poky, nepeknajg
yKpaiHCbKOl0 MOBOK Big 18 ciuHa 2021 poky; dopma YycHOi iHpopmoBaHOI 3rogu, Bepcia
V1.0UKR(ru)2.0 Big 11 ciuHA 2021 poKy, nepeknag pociicbKkolo MmoBoto Big 18 ciuHna 2021 poky; ®opma
niagTBEpPAXEHHS OTPUMAHHA AOC/iAKYBaHOro JliKapCbKOro 3aco0y y4YaCHMKOM [OCigKeHHS, Bepcia
V1.2UKR(uk) Big 26 6epe3Hsa 2020 poky, nepeknaj yKpaiHCbKo MOBOIO Bif 13 oBTHA 2020 pokKy;
dopma niaTBEpPMHKEHHA OTPUMAHHA AOCAIAKYBAHOro NMiKapCbKOro 3acoty yYacHUKOM AOCifKEeHHS,
Bepcia V1.2UKR(ru) Big 26 6epe3Hsa 2020 poKy, nepeknag pociiicbkolo MOBOK Big 13 xoBTHA 2020
poKy; OnNUTYyBa/ZIbHUK NauieHTIB «AHKeTa nepeBipKA roTtoBHOCcTi A0 po6oTu»_Work Readiness
Questionnaire (WoRQ), Bepcia 1 Big 05 ntotoro 2020 poKy, YKpaiHCbKOK MOBOI; OnuTyBas/IbHUK
nauieHTiB «AHKeTa nepeBipKM roTOBHOCTI A0 po6oTu»_Work Readiness Questionnaire (WoRQ), Bepcis
1 Big 03 kBiTHA 2020 pPOKy, POCIiICbKOIO MOBOI; 3pa3soK MapKyBaHHA A/ MSLWEYKU, AKa MiCTUTb
TabneTkn 17 Mr gocnifkysaHoro nikapcbkoro 3saco6y lNimaBaHcepuH, Bepcia 3.0 Big 20 nuctonaga
2020 poKy, YKpaiHCbLKOI MOBOIO; 3a/lyYeHHs1 A0AATKOBUX Micub MpoBeAeHHs1 BUNPOOYBaHHA [0
NPOTOKONY KIHIYHOrO [OCHIMKEHHA «52-TUXKHEBE BiAKPUTE pO3LUMpeHe AOCNiLXEHHA niMaBaHCepUHYy B
AKOCTI fO04ATKOBOro MiKyBaHHS WN30gpeHii», kog gocnigxeHHs ACP-103-035, 3 nonpaskoto 2 Bif 31 6epesHs
2017 poky; cnoHcop - Acadia Pharmaceuticals Inc. (AKALIA ®apmacbtoTikan3 IHk), CLUA

3asBHYK - MignpremcTBo 3 100% iHo3eMHoto iHBecTULjel0 «ANK'HOBIA PAC YkpaiHa»
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BYNO CTANNO
KomnaHis «Akagia PapmacbloTikan3 IHK.», 3611 | KomnaHisa «Akagia ®apmacbloTikan3 IHK.» 12830 En
Benni CeHtep [paiiB, odpic 300 CaH-fiero, wrtat | KamiHo Pwan, odic 400 Can-[iero, wraT

KanidopHis, 92130 CnonydeHi LUTtatn AMepuku. KanidopHis, 92130 CnonyuyeHi LUtaTnn AMepuku.
Ne MN.1.B. BignoBiganbHOro gocnigHnka
n/n Hasga Micus npoBeAeHHA K/1iHIYHOro BUNPo6yBaHHSA

1. A.mefd.H., npod. MapyTta H.O.

JepxaBHa ycTaHoBa «IHCTUTYT HeBponorii, ncuxiatpii Ta Hapkosorii HauioHanbHOT akagemil
MeYHUX HaYK YKpaiHW», BiA4ia norpaHNYHol neuxiatpii, M. Xapkis

2. K.M.H. Kne6aH K.I.

KuiBcbka KniHiyHa nikapHsA Ha 3anisHn4HoMy TpaHcnopTi Ne2 ®inii «LleHTp OXOpoHW 340pOoB’sA»
AKUIOHEPHOTO TOBapucTBa «YKpaiHCbka 3ai3HUUSA», KOHCY/IbTATMBHO-AIarHOCTUYHWI  LIEHTP
NONIKNiHIKK, M. KniB

3. reH. gupekrop KosaneHko B.B.

KomyHaslbHe HekomepuiiHe MignpueEMCTBO XapKiBCbkOT 06nacHoi paan «O6nacHa KiiHiYHa
ncuxiatpuyHa nikapHa Ne3», ncuxiaTpuyHe BiA4INIEHHA NEepPBUMHHOIO MNCUXOTUYHOrO enizoay,
M. XapkiB

4, K.M.H. [leHucos €.M.

KomyHasnlbHe  HekoMmepuiiiHe nignpMeMcTBO «O6nacHa  KNiHiYHa  ncuxiaTtpuuHa  nikapHs
KipoBorpaacbkoi o06nacHOi pagu», MCUXOHEBPO/IOTiYHE AMCNaHCEepHe BiAgineHHs, cmT. Hose,
M. KponusHuubkniA, KipoBorpagcbka 0611.

27. OHoBneHwuii MpoTokon KniHiuHOro BuNpoGyBaHHa MS200569_0004, Bepcia 2.0, Big 15 ciuHa 2021
POKy, aHrnificbkoto MmoBoto; IHchopMmauiiiHuii nucToK Ta chopma 3rogu Bepcia 2.0 gnAa YkpaiHu Big 08
noTtoro 2021 poky, aganToBaHa Ha OCHOBI MalicTep-Bepcii ocHoBHOI ®I3, Bepcii 2.0 Big 05 noToro
2021 poky, «Mepk Xenckea KlraA», Mpotokon MS200569-0004, aHrNilicbKolo Ta yKpaiHCbKOKO MOBaMu;
Aoaatok po IHopmauyiitHoro nuctka Ta popmu 3rogm Bepcia 2.0 ana YkpaiHu Big 08 notoro 2021
POKy, afanToBaHa Ha OCHOBI MaiicTep-Bepcii ocHOBHOI P13, Bepcii 2.0 Big 05 ntoToro 2021 poky, «Mepk
Xenckea KraA», Mpotokon MS200569-0004, aHrniicbKol Ta YyKpaiHCbKOO MoBamMu; Bpowypa
pocnigHuka M5049, Bepcis 4.0 Big, 02 rpyaHsa 2020 pokKy, aHr1iicbKO MOBOO; [loCbLE AOCNiAKYBaHOIO
nikapcbkoro 3acooy M5049, Bepcisa 8.0 Big ntotoro 2021 poky, aHrniuicbkow MoBok; Mevia Go
TekcToBa KOMYHiKauis Bepcif 2.0, Big 20 nuctonaga 2020 poKy, aHI1ilCbKOIO Ta YKPaiHCbKOKO MOBaMUu;
KomyHikauia npuknagHux nporpam Mevia Go gna Android ta iOS Bepcisa 2.0, Big 24 nuctonaga 2020
POKY, aHrNifiCbKOI Ta YKPaiHCbKOKD MOBamMu [0 NPOTOKOJY KAiHIYHOro JOCnigkeHHs «PaHAoMi3oBaHe,
nofgiiiHe cnine, nnauebo-KOHTPO/bOBaHe AocnimkeHHs b dasm ans  ouiHkm  6e3neyHocTi  Ta
hapmakokiHeTku npenapaty M5049 npu nepopasibHOMY 3aCTOCYBaHHi y 6araTokpaTHUX 3pocTaloumnx 4o3ax B
YYaCHUKIB 3 CUCTEMHMM YEPBOHMM BOBYAKOM Ta 3 LUKIPHMM YEPBOHMM BOBYaKOM, SIKi OTPUMYIOTb CTaHAapTHe
NikyBaHHA», koA gocnimkeHHa MS200569_ 0004, sepcia 1.0, Big 12 cepnHa 2020 poky; cnoHcop - Merck
Healthcare KGaA, Darmstadt, Germany / «Mepk Xesnckea KlraA», JapMmwtaar, HimeuyunHa

3anBHuK - TOB «APEHCIA EKCIMN/IOPATOPI MEAICIH», YkpaiHa

28. OHOBNEHNIT NPOTOKOJ KNiHIYHOro BUNpo6yBaHHA M16-011, Bepcia 4.0 Big 10 BepecHsa 2020 poKy;
IHhopmauia ana naudieHta Ta iHpopMoBaHa 3roga Ha yyacTb Y HAyKOBOMY [AOC/igXKeHHi Ta
He06OB’A3KOBOMY AOCNifKeHHI, Bepcia 3.1 agna YKpaiHu Big 22 6epe3Ha 2021 poky, YKpaAiHCbKOIO Ta
pociiicbkolo MoBamMu; 3MiHA agpecu 3asiBHMKA K/iHIYHOro Bunpo6yBaHHA - «EGOBI
BiochapmacbloTtikand FM6X», LUBeliuapis [0 NPOTOKOAY K/iHIYHOTO BMNPOGYyBaHHA «PaHAomizoBaHe
noagiviHe cnine pocnimxkeHHs Il dpasmn, ana nopiBHAHHA npenapaTy PicaHkizymab 3 nnauebo y nauieHTis 3
aKTUBHMM ncopiaTnyHum apTpuTom (McA), Ski MaloTb B aHaMHe3i HeaZeKBaTHy BifnoBigb NPpUHaiMHI Ha OAWH
XBopobomoaudikytounii npotmpeBmatuuHuii npenapat (XMIPM) a6o iioro HenepeHocumicTb (KEEPSAKE
1)», Kog gocnimkeHHsa M16-011, sepcisa 3.0 Big 13 6epesHsa 2020 poky; cnoHcop - AbbVie Inc., USA/ E66Bi IHk.,
CLA

3anBHuK - «EB6BI BiothapmachkioTikana TM6X», LLseliLapisa

BYNO CTANO
Heixocwtpacce 23, 6341 m. baap, LWBenuapia | AnbTe LTtaitHxaysepwtpacce 14, 6330 Xawm,
(Neuhofstrasse 23, 6341 Baar, Switzerland) Lsenuapia (Alte Steinhauserstrasse 14, 6330
Cham, Switzerland)
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29. bpouwypa AocnigHuka nikapcbkoro 3aco6y Menonisymaé (SB-240563), Bepcia 19
(CM2003/00010/16) Big, 15 rpyaHsa 2020 poKy [0 MPOTOKOJ/Y KAiHIYHOrO AochimpkeHHa «201956:
3abesrneyeHHss MenoJsiisymabom y pamkax [OBroCcTPpOKOBOI MporpamMy NauieHTiB i3 BaXXKOK acTMO, SKi
npuiMany yyacTb y KIIHIYHOMY AOCAIAKEHHI Menonidymady, COHCOPOM SIKOro siBnsinack komnaHis FCK», kog,
pocnipkeHHsa 201956, MNonpaska 07, iHKOpnopoBaHa A0 NPOTOKO/1Y KAiHIYHOro BUnpobyBaHHA 201956, Bepcis
07 (2014N225044_07) Big 08 uepsHa 2020 poky; cnoHcop - «GlaxoSmithKline Research & Development
Limited» («nakcoCmiTKnaiiH Picepu EHA AiBenonmeHT JlimiTea»), Benuka bputaHis

3anBHUK - ToBapucTBo 3 O6MexeHot BianosiganbHicTio «KOHTpaKTHO-A0C i AHMLbKA opraHizauis IHHoPapm-
YkpaiHa»

30. MopoBXeHHA TepMiHY NPUAATHOCTI AOCAIAKYBAHOro NikapcbKOro 3aco6y InaracepTio, TaGneTKu,
BKPUTi N/IIBKOBOIO 060/I0HKOIO, No 100 Mmr Ta no 200 mr Ao 48 micauis; MoAoOBXEHHA TepMiHy
npuaaTHoOCTi nnaue6o [0 A[OCAiAKYyBaHOro nikapcbKoro 3acoly InaracepTié, TaGneTKU, BKpUTI
NNiBKOBOIO 0GO/IOHKOIO, A0 48 MmicauiB; OHoBNeHui po3gin P.8.1 «Pe3toMe WoAo cTaGisIbHOCTI Ta
BUCHOBKU» (P.8.1_cmc350863) focbe AocnifKyBaHOro nikapcbKoro 3acooby InaracepTio (RO5532961);
OHoBneHuit po3sgin P.8.3 «JaHi npo cTaGinbHicTb» (P.8.3_cmc348821) pgocbe aocnimkyBaHOro
nikapcbkoro 3aco6y InaracepTio (RO5532961); OHoBneHwuii po3gin P.8.1 «Pe3lome Woa0 cTaGiNbHOCTI
Ta BUCHOBKM» (P.8.1_cmc372709) pocbe AocnimKyBaHOro nikapcbKoro 3aco6y nnaue6o Ao
InaTtacepTiOby [0 nNpOTOKOMIB KAIHIYHMX gocnimpkeHb «lMoAgiiHe cnine  nnaue60-KoHTposiboBaHe
paHgomizoBaHe dpasu Il gocnigxeHHs inaTtacepTiOy y KOMOGiHaLi 3 nakiTakcesoMm B SIKOCTi NiKyBaHHA Ans
nauieHTiB 3 reHHMMK nopyweHHaMmn PIK3CA/AKTL/PTEN B rpyni MicLLeBONOLLIMPEHOro abo MeTacTaTMyHOro,
NOTPIiHO-HEraTMBHOrO pakKy MOJIOYHOI 3a/1031M abo B rpyni ropMOH-NO3nTMBHOrO, HER2-HeraTMBHOro paky
MOJI0YHOI 3a/1031», Kog, AocnigpkeHHs CO40016, sepcis 9 (Koropta C) Big 20 BepecHsi 2019 p.; «[lMoABiiiHe
cnine nnauebo-KOHTpPoNbOBaHe paHAomizoBaHe hasu Il gocnigxeHHs inaTacepTidy y KombGiHauii 3
aTe30Ni3yMaboM Ta naksiitakceiom B AKOCTi /TiKyBaHHA A/18 NauieHTiB 3 MiCLLeBOMOLUMPEHNM HeonepabenbHUM
abo meTacTaTU4HMM, NOTPINHO-HEraTUBHMM PakoM MOJIOYHOT 3a/1031», KOg, focnimkeHHss CO41101, sepcis 4
Big 18 cepnHsa 2020 p.; cnoHcop - ®.XodhmanH-/1a Pow Jitg (LWBeliyapis)

3asBHMK - TOBApMCTBO 3 06MEXEHOI BiAMOBIAAIBHICTIO «Pow YkpaiHa»

31. OHOBNEHUI NPOTOKOJ/ KMiHiYHOro BuNpo6yBaHHA SEL-212/302, Bepcia 5.0 Big 30 XoBTHA 2020
poky; [locbe pocnigkyBaHOro nikapcbkoro 3acody SEL-037, Bepcia 1.1 Big 08 rpygHa 2020 poky;
Aocbe pocnigxyBaHOro nikapcbkoro 3acoG6y SEL-110.36, Bepcia 1.1 Big 08 rpyaHa 2020 poky;
IHbopmauia gna nauieHta i ¢popma iHpopMoBaHOI 3rogM Ha y4vyacTb Y HayKOBOMY KAiHiUHOMY
pocnimkeHHi, Mogenb ansa YkpaiHu | Bepcis 2.0 Big 25 ciuHs 2021 poky (YKpaiHCbKOI Ta poCiiiCbKOo
MoBamu); MaTepianu gna ydacHUKiB AocnimxeHHA: bpolwypa ansa nauieHTa, Bepcia 1.0 Big 25 cepnHA
2020 poky (ykpaiHcbkorw Ta pocilicbkoo moBamu); Moctep, Bepcia 1.0 Big 25 cepnHA 2020 poky
(yKpaiHCbKOIO Ta pocilicbkoto moBamu); MociGHUK Ana nauieHTa, Bepcia 2.0 Big 05 nuctonaga 2020
poKy (YKpaiHCbKOIO Ta pocCiiicbkolo moBamMu); Po3gpyK 3MiCTy eKpaHy eNeKTPOHHOro onuTyBaJibHUKA
«Balue 3gopoB’sl Ta camonouyTTa» (SF36v2 eCOA Tablet Screenshots)», Bepcis 1.00 Big 19 nuctonaga
2020 poKy, YKpaiHCbKOI MOBOIO; PO3ApyK 3MIiCTy eKpaHy efieKTPOHHOro onuTyBasibHUKa «Balue
300poB’sa Ta camonouyTTa» (SF36v2 eCOA Tablet Screenshots)», Bepcis 1.00 Big 02 rpyaHsa 2020 poky,
pocilicbKolo MOBOIO; PO34pYyK 3MICTY eKpaHy e/1eKTPOHHOr0 HaBYaJIbHOro KepiBHULTBa «HaBuYanbHUi
MOAY/b i3 KOPUCTYBaHHA noptatuBHum npuctpoem (PXL_SEL-212/302 HH Training Module eCOA
Handheld Screenshots)», Bepcia 1.00 Big 16 nuctonaga 2020 pokKy (yKpaiHCbKOIO Ta POCiiCbKOK
MoBamu); Po3apyK 3micTy eKkpaHy eNleKTPOHHOro nocioHuka «Pepgarysartu nauieHta (PXL_SEL-212/302
Edit Patient eCOA Tablet Screenshots)», Bepcis 1.00 Big 16 nuctonaga 2020 poKy (YKpaiHCbKOI Ta
pociiicbkolo moBamu); Po3gpyk 3MiCTy eKpaHy eNneKTPOHHOro nociGHuka «Jogaty nauieHTa
(PXL_SEL-212/302 New Patient eCOA Tablet Screenshots)», Bepcis 1.00 Big 16 nucrtonaga 2020 poky
(yKpaiHCbKOIO Ta pociiicbKkolo MoBamu); Po3gpyk 3MICTYy eKpaHy e/IeKTPOHHOTO HaBYaslbHOro
KepiBHMUTBA «HaBuanbHUii MoAy b i3 KOpUCcTyBaHHA nnaHweTom (PXL_SEL-212/302 Training Module
eCOA Tablet Screenshots)», Bepcia 1.00 Big 16 nuctonaga 2020 poky (YKpaiHCbKOIO Ta POCIiCbKOLO
MoBamu); Po3gpyK 3MiCTy eKpaHy efleKTPOHHOro onuTyBasibHUKa «AHKeTa OLUiHKA CTaHy 3[,0pOB’A
HAQ-DI (HAQDI eCOA Tablet Screenshots)», Bepcis 1.00 Big 16 nuctonaga 2020 poky (YKpaiHCbKOIO Ta
pocilicbkolo MoBamu); Po3apyK 3MICTY eKpaHy €eJIeKTPOHHOIro onuTyBas/ibHUKA «3arajibHa OLiHKa
AKTMBHOCTI 3axBoptoBaHHA nauieHTom (PGADA eCOA Tablet Screenshots)», Bepcia 1.00 Big 13
nuctonaga 2020 poky (yKpalHCbKOIO Ta pocilicbKkolo MmoBaMu); PO3apyK 3MIiCTy eKpaHy efleKTPOHHOro
onuTyBaJIbHUKa « TMXXKHEBUI LWOAEHHUK 3arocTpeHb nogarpu (Gout Flare Weekly Diary eCOA Handheld
Screenshots)», Bepcis 1.00 Big 13 nuctonaga 2020 poky (yKpaiHCbKOK Ta pOCilicbKoo MoBamMu) [0
MPOTOKO/Ty  KMIHIYHOTO  JgocnigpkeHHs  «PaHpomizoBaHe, noggiiiHe-cnine, nnaue60-KOHTPO/IbOBaHe
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pocnipkeHHa npenapaty SEL-212 y nauieHTiB 3 nogarpoto, pepaktepHo A0 cTaH4apTHOT Tepanii», Kof
pocnipkeHHs SEL-212/302, sepcis 4.0 Big 22 yepsHa 2020 poky; cnoHcop - Selecta Biosciences, Inc., USA/
«CenekTa baiiocaeHcis, IHK.», CLUA

3asaBHUK - TOB «MAPEKCEN YkpaiHa»

32. 3pa3oK 306paXeHHs Ha eKpaHi e/IeKTPOHHOro NpucTpol onutyBasibHUKa CDPRO—LogeHHe
XUTTA 3 XBOPOG6OLo, BugaHHA 7.0 Big, 08 ciuHA 2021 poky, YKPaiHCbKOI MOBOIO; 3pa30K 306paXeHHA Ha
€eKpaHi efIeKTPOHHOro NpucTpolo onutyBaibHMkKa CDPRO—LLogeHHe nogonaHHA XBOPOOU, BUAAHHA
7.0 Big 15 ciuHa 2021 poKy, pOCIACbKOIO MOBOK; 3pPa30K 300paXeHHs1 Ha eKpaHi eneKTPOHHOro
npucTpoio onutyBasibHuka CDPRO—BNMB Ha WoAeHHe XUTTA, BugaHHA 7.0 Big 08 ciuHA 2021 poky,
YKPAIHCbKOIO MOBOI; 3pa3oK 3006paKeHHs Ha eKpaHi e/IeKTPOHHOro MNPUCTPOI ONUTYBasibHUKA
CDPRO—BN/MB Ha WoaeHHe XUTTA, BugaHHsa 7.0 Big 15 ciuHAa 2021 poky, pocilicbKkolo MOBOI; 3pa3ok
306paXKeHHs Ha eKpaHi e1IeKTPOHHOIro NpUcTpoto onutyBasibHMka CDPRO—BNMB Ha eMouiliHuii cTaH,
BupgaHHAa 7.0 Big 08 ciuHAa 2021 pokKy, YKpAiIHCLKOIO MOBOK; 3pas3oK 300paXeHHs Ha eKpaHi
€/1eKTPOHHOro npucTpoto onutyBasibHMka CDPRO—BNIMB Ha emMouiiHWiA cTaH, BugaHHa 7.0 Big 15
ciuHa 2021 poKy, pOCilfiCbKOIO MOBOLO; 3pa30K 300paXEeHHS Ha €KpaHi e/IeKTPOHHOro MpPUCTPOLO
onutyBasibHUKa CD-PROISS—BunopoxHeHHA Ta CumnTomu, BugaHHa 7.0 Big 10 BepecHA 2020 poky,
YKpaiHCbKOI0 MOBOIO; 3pa30K 306paXeHHA HAa eKpaHi e/IeKTPOHHOro NMPUCTPOI0 onuTyBasibHMKa CD-
PRO/SS—BunopoxHeHHs Ta CumntomMmu, BugaHHs 7.0 Big 10 sBepecHs 2020 poKy, POCiiCbKOI0 MOBOIO;
3pa3oK 300paXeHHA Ha eKpaHi efIeKTPOHHOro npucTpor onutyBasibHMKA CDPRO—CuUCTEMHi
cuMmnToMu, BugaHHaA 7.0 Big 08 ciuHa 2021 poKy, yKpaiHCbKOK MOBOLO; 3pa30K 300paXeHHA Ha eKpaHi
€/1eKTPOHHOro npucTporo onutyBasibiuka CDPRO—CuctemHi cumntomu, BugaHHsa 7.0 Big 15 ciuHsa
2021 poKy, pocilicbkoto moBot; MEDIDATA PATIENT CLOUD — Moci6Huk kopuctyBadya SAMSUNG
GALAXY S7, Bepcia 1.0 Big 30.03.2020 poKy, nepeknapg yKpaiHCbKOI0 MOBOIO Bif, 11 BepecHA 2020 poky;
MEDIDATA PATIENT CLOUD — MMoci6Huk kopuctyBada SAMSUNG GALAXY S7, Bepcisa 1.0 Big
30.03.2020 poky, nepeknapg, pociiicbkolo MoBO Bif 11 BepecHsi 2020 poKy [0 NPOTOKO/Y KiHIYHOTO
pocnigxeHHs «baraToueHTpoBe, paHAOMi30BaHe, MNOABIHE chine AOCNIMKEHHS, WO MNPOBOAUTLCSA B
napanenbHux rpynax pgas ouiHkM ed)eKTMBHOCTI Ta 6e3MeyYyHOCTI MepopasibHOro eTpacimogy npuv 1oro
3acTOCyBaHHI Ans iHAYKUiAHOT Ta NigTPUMyBasIbHOI Tepanii npu JiKkyBaHHI akTMBHOI XBOpo6u KpoHa Bif
NMOMIPHOrO [10 BAXKOr0 CTYMNeEHS TAXKOCTI», Koa fAocnimkeHHsa APD334-202, 3 iHKoprnopoBaHoto norpaskoto 2.0
Big 11 yepBHA 2020 poky; cnoHcop - «ApeHa ®apmackioTikan3s, IHk.» (Arena Pharmaceuticals, Inc.), United
States

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

33. OHoBneHuii [Mpotokon KniHiuHOro pocnipkeHHsa MonpaBka #7 Big 06 ciuHA 2021p.,
ApmiHicTpaTMBHe OHOBNEHHA #2 Big 06 »xoBTHA 2020p., aHrNilicbko MoBoto; OHOBNeHuiA CuHoncuc
Bepcia ana YkpaiHu, MpoTokon KiiHiYHOro pocnipkeHHs MMonpaBka #7 Big 06 ciuna 2021p.,
ApmiHicTpaTMBHe OHOBNEHHA #2 Big 06 XOBTHA 2020p., aHrNificbKol Ta YKpPaiHCbKOK MOBaMWu;
OHoBneHa BR.31 YKP IHcopmaunisn gna naugieHta Ta Popma iHhopmoBaHoil 3roau Bepcia 5.0 Big 06
ciuHA 2021p. BignosigHo Ao Mpotokony kKniHiuHoro gocnigpxkeHHA MonpaBka #7 Big 06 ciuHa 2021p.,
AQMiHICTpaTUBHE OHOB/MEHHA #2 Big 06 XOBTHA 2020p., yKpaiHCbLKOIO Ta POCiliCbKOO MOBaMu;
Bpouwypa JocnigHuka BugaHHA 16 Big 08 )xoBTHA 2020p., aHTNifiCbKOK0 MOBOIO [0 NPOTOKO/Y K/iHIYHOIO
pocnimpkeHHs:  «lpocnekTuBHe, NoABiiHE  3acninseHe, nnauebo-KOHTPO/IbOBaHe,  paHAOMi30BaHe
pocnimpkeHHs dasm 1l ag'toBaHTHOI Tepanii npenapaty MEDI4736 y nauieHTiB 3 MOBHICTIO BUAANIEHUM
HeAPiGHOKNITUHHNM pakoM fiereHiB», kog gocnigpkeHHs BR.31, Monpaska 6 Big 23 6epe3Hsa 2020p.; CNoHcop -
KniHinelic Tno6an M14., Benuka bputanisa (Clinipace Global Ltd., Great Britain)

3anBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BifNoBiAa/IbHICTIO «AKOBIOH», YKpaiHa

34. OHoBneHuii npoTtokon 3 nonpaBkol 3, Bepcia 4, Big 29.09.2020 p.; Bbpowypa pocnigHuka
JNJ-67896049/ACT-293987/NS-304 UPTRAVI® (selexipag), BupgaHHa 16, Big 02.02.2021 p.; IHchbopmauis
AnAa nauieHta Ta ®opma iHhbopmoBaHoi 3roan — NMpotokon AC-065B302, Bepcisi yKpaiHCLKOIO MOBOIO
Ans Ykpaiim Big 17.02.2021, Bepcisa 3.0; IHchopmauia ana nauyieHta Ta dopma iHpopMoBaHOI 3rogun —
MpoTtokon AC-065B302, Bepcisi pociiicbkolo MOBOIO A5 YKpaiHu Big 17.02.2021, Bepcisa 3.0; IHCTpyKUis
Ao wkanu Bopra CYH 10 ykpaiHCbKOIO MOBOIO; IHCTPYKLiA A0 wkanm Bopra CH 10 pociicbKO0 MOBOIO;
LWkana Bopra CY 10 ykpaiHCbKol mMoBolo; LlUkana Bopra CY 10 pociiicbkoto MoBoto; MOCIGHUK 3
MOHITOPUHIY aKTUBHOCTI NauyieHTa, Bepcia 1.0 Big 17.02.2021, ykpaiHCbKOIO MOBO10; KepiBHULTBO Ansa
yUYacHUKIB 3 MOHITOPUHrY hisn4HOI aKTUBHOCTI, Bepcis 1.0 Big 17.02.2021, pocilicbKkoto moBoto; KapTka
TecTy Ha BariTHicTb, Bepcisa 1.0 Big 17.02.2021, ykpaiHCbKO0 MOBOI; KapTka TecTy Ha BariTHIiCTb,
Bepcisa 1.0 Big 17.02.2021, pociiicbkolo MoBO; CKpiHWOTK «HaBuanbHWMii Mogynb», Bepcia 1 Big
14.02.2019, yKkpaiHCbKOIO MOBOI Ans YKpaiHu; CKpiHwoTn «HaBuyanbHuii mopynb», Bepcia 1.00 Big
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18.02.2019, pocilicbkolo MOBOIO AN YKpaiHW; CKPiHWOTU «ONUTYBaJIbHUK CTOCOBHO CUMMTOMIB i
BMNAMBY nereHeBoi aprtepianbHoi rinepteHsii (PAH-SYMPACT), Bepcia 1.00 Big 18.02.2019,
YKpaiHCbKOIO MOBOK AnAa YKpaiHu; CkpiHwotn «PAH-SYMPACT», Bepcia 1.00 Big 22.02.2019,
pociiicbkolo moBotlo ansA YkpaiHu; CkpiHwoTn «HaBuanbHuii moaynb», Bepcia 1.00 Big 14.02.2019,
YKpaiHCbKOI0 MOBOK AnA YKpaiHu; CKpiHwoTtu «HaBYanbHuii Mogynb», Bepcisa 1.00 Big 18.02.2019,
pociiicbkolo MoBolo anA YKpaiHu; CKpiHwotu «WPAI-GH», Bepcis 1.00 Big 14.02.2019, ykpaiHCbKOLO
MOBOIO Anis YKpaiHu; CkpiHwoTtu «WPAI-GH», Bepcia 1.00 Big 22.02.2019, pociiicbkolo MOBOIO AJiA
YkpaiHn; CkpiHwoTtn «EQ-5D-5L», Bepcis 1.00 Big 14.02.2019, ykpaiHCbLKOIO MOBOIO Ansl YKpaiHu;
CkpiHwoTn «EQ-5D-5L», Bepcia 1.00 Big 18.02.2019, pociiicbkolo MOBOIO ANA YKpaAiHM A0 NPOTOKOY
KniHiYHOro BMNpobyBaHHA «baraTtoueHTpoBe, paHAoMi3oBaHe, NoAgiiiHe crine, nnayebo KOHTPO/IbOBaHe, B
napanesnibHuX rpynax, B MOCMIAOBHMX Fpynax, aganTuBHE K/iHIYHE AdocnimkeHHst 3 ha3m 3 HacTynHUM
BIAKPUTMM MPOAOBXEHUM NEepiogoM A5 OLiHKM epeKTUBHOCTI Ta 6€e3MNeYHOCTi iKyBaHHA cenekcinarom sk
[OOMOBHEHHS1 A0 CTaHAapTHOI Tepanii y naujieHTiB i3 HeonepabenbHOK abo CTilikow / peuuanByYoL0 Nicns
XipypriyHoro Ta / abo iHTepBEHL,NHOro NikyBaHHSA XPOHIYHOK TPOMB0EMOOIYHOK SIEFEHEBOIO TNEPTEHSIED»,
koq, pocnimkeHHa AC-065B302, i3 nonpaskamu, (hiHanbHa Bepcia 3 Big 16.04.2020 p.; cnoHcop - «AHCCEH
SAPMALEBTUKA HB», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

35. OHOBMEHUIA NPOTOKO KAiHiYHOTro gocnimkeHHA CL3-95005-006, chiHanbHa Bepcis Big, 25 ciuHsa 2021
POKY, 3 iHKOPNOPOBaHOK CYTTEBOIO nonpaBkol Ne 3, chiHanbHa Bepcia Big 25 ciuHa 2021 poky;
MonpaBka Ne6 ao IHdopmauii gna yuacHuka gocnigxeHHs i coopmu iHcpopmoBaHoi 3rogu (ans
NPOAOBXYHOUMX yUacTb B AOCAIMKEHHI), WO AoJa€ETbCA A0 NPoToKosy NeCL3-95005-006 — chiHanbHa
Bepcia Bifg 27 ciuHa 2021 p., yKpaiHCbKO MoBoOto; MonpaBka Ne6 go IHchopmauii ana ydyacHuka
pocnipkeHHs i copmu iHcbopMmoBaHOI 3roau (ANA NMPOAOBXYIOUUX y4yacTb B AOC/iMKEHHI), LWWo
poaaetbcA Ao nportokosy NeCL3-95005-006 - chiHanbHa Bepcia Big 27 ciuHa 2021 p., pociiicbKoto
MOBOIO [10 NPOTOKO/Y KIIHIYHOTO JOCNiMKEHHA «PaHAoMi30oBaHe, BigkpuTe KniHiyHe gocnigkeHHsa Il dhasm
Tpudnypugunyltunipayuny (S 95005) y kombiHauii 3 6eBayn3ymMaboM y NOPIiBHAHHI 40 KaneuuTabiHy y
KoMGiHau,ii 3 6eBaLM3yMaboM y NepLUiil NiHii TikyBaHHA NaLieHTIB 3 MeTacTaTUYHUM KOJIOPEKTa/TbHMM pakoM,
AKi He € KaHauaatamy ANns iHTeHCUMBHOT Tepanii (focnimkeHHs SOLSTICE)», kon nocnimkeHHs CL3-95005-
006, chiHanibHa Bepcis, Big 02 kBiTHA 2020 poky, 3 IHKOPNOPOBAHOK CYTTEBOK Nonpaskok Ne2 Bif 02 KBITHA
2020 poKy; CnoHCcop - IHCTUTYT MbkHapogHux gocnimxkeHb «CEPB’E» (Institut de Recherches Internationales
Servier (1.R.I.S.)), ®paHuis

3asBHUK - TOBApPUCTBO 3 0OMEXEHOH0 BianoBigabHICTIO «KLP YkpaiHa»

36. OHOBneHuii NPoOTOoKON KhiHiYHOro AocnipkeHHA 18-ICH-001, Bepcis 4.0 gnAa YkpaiHu Big 19
nuctonaga 2020 poKy, aHrilicbkoro MOBOI; 3MiHAa Ha3BM MNpoToKosay; OHoBneHe [ocbe
pocnipxysaHoro nikapcbkoro 3aco6y (Kpem HE1l 3 TpucaporeHom (CD5789)), Bepcia 4.0 Big 29
XXOBTHA 2020 poOKy, aHrnificbkoro MoBoOlo; IHcopmauliiiHMiA NNCTOK ANA yvyacHuUKa Ta popma
iHbopMmoBaHOi 3rogu, Bepcia ansa YkpaiHu 5.0 Big 25 nuctonaga 2020 pokKy, YKpalHCbKOK Ta
pociiicbkolo MoBamu; IHchopmauifiHuii TNCTOK ANA ydYacHUKaA BiJKPUTOro A0AaTKOBONO AOCHifKEHHS
Ta (popma iHchopMoBaHOi 3roau, Bepcisa ans Ykpainu 5.0 Big 25 nuctonaga 2020 poky, YKpaiHCbKOIO Ta
pociiicbkolo moBamu; IHhopmauniiiHuii NMcToK i hopma iH(hopmoBaHOI 3rogu BariTHOI NAPTHEPKX Ha
HagaHHA iHcopmauii, Bepcia ana YkpaiHm 4.0 Big 25 nuctonaga 2020 poKy, YKPAIHCbKOK Ta
pocilicbkolo moBamu; IHchopmauiliHuii TNCTOK yyacHuKa i hopma iHthopMmoBaHOi 3rogu, npoueaypu,
nos’sa3aHi 3 COVID-19, Bepcia ana YkpaiHu 1.0 Big 25 nuctonaga 2020 poKy, YKpaiHCbKOK Ta
pociilicbkoto moBamu; LLloaeHHMK NayieHTa, BK/IIOUEHOTo B AOC/ifKEHHA, Bepcia 4.0 Big 18 nuctonapa
2020 poKy, YKpaiHCbKOIO Ta POCiliicbKol0 MoBamu; IHCTPYKLis ANA y4YaCHUKIB A0 AOMALIHbOrO TECTY
cedi Ha BariTHicTb | iHhopmauiiiHuii nucTok, y nepiog cnanaxy COVID-19, Bepcia gna Ykpaitu 1.0 Big
20 nuctonapa 2020 poKy, yKpaiHCbKOK Ta pociiicbkolo moBamu; 3roga Ha 0G6poGKy NepcoHaIbHUX
JaHuX KomMmnadHiero Megikop, Bepcia ana YkpaiHu 1.0 Big 23 rpyaHs 2020 poky, YKpalHCbKOK Ta
pociiicbkolo moBamu; JINCT B0 Nnikaps 3araibHOI NPaKTUKK, Bepcia ana Ykpaibum 3.0 Big 20 nuctonaga
2020 poky, YKpaiHCbKOI0 MOBOIO; J/IUCT WOAO0 HanpaB/iIeHHs nauieHTa, Bepcia ana YkpaiHu 2.0 Big, 20
nucrtonaga 2020 poKy, YKpaiHCbKO MOBOIO; MOAOBXEHHS TPUBANOCTI KNIHIYHOro AocCnifKeHHs B
YkpaiHi no 30 BepecHsi 2021 poKy [0 NPOTOKOJY K/iHIYHOro fAocnigpKeHHs «PaHgomizoBaHe 6aratoLeHTpoBe
noAgiiHe cnine Kpem-nnauebo KOHTPoNboBaHe 12-TuXHeBE AOCNiMKEHHA 2 ha3n A8 OLiHKN 6e3neyHOCT,
edheKkTMBHOCTI Ta cucTemHoro Bnamuy kpemy HE1 3 TpudpapoteHom (CD5789) 3 nogasibluM 12-TUXKHEBUM
BIOKPUTMM  O00AATKOBUM  AOCAIMKEHHAM cepef NauieHTiB 3 ayTOCOMHO-PELIECMBHMM  iXTiO30M i3
NAacTUHYaACTUM NYLLEHHSAM», ko4 aocnimkeHHs 18-ICH-001, sepcis 3.0 gns Ykpaidum Big 21 nuctonaga 2019
poky; cnoHcop - TOB «MeiiH ®apma»/ Mayne Pharma LLC, CLUA

3asaBHUK - TOB «lNpem’ep Pecepy YkpaiHa»
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JOCnimpKeHHs 2 a3y Aana OuiHKM  6e3neyvHocCTi,
epekTMBHOCTI Ta CUCTEMHOTO BM/MBY kpemy HEL 3
TpugapoteHom (CD5789) 3 noganbwimm  12-
TWXXHEBUM BiJKPUTUM [OOATKOBUM LOCNIIKEHHAM
cepef NauieHTiB 3 ayTOCOMHO-PELECUBHUM iIXTIO30M
i3 NN1ACTUHYACTUM NYLLEHHAM

BYNO CTANIO
«PaHpaomizoBaHe GaratoleHTpoBe MoAgiiiHe cnine | «PaHgomisoBaHe GaraToLeHTpoBe NoAgiliHe crine
Kpem-nnauebo KOHTpO/IbOBaHe 12-TmxxHeBe | Kpem-nnayebo KOHTpO/IbOBaHe 90-peHHe

OOCMIMKEHHS 2 dha3sn ANsa OuiHKM  6e3neyYHocCTi,
eeKTMBHOCTI Ta CUCTEMHOIO BM/IMBY kpemy HEL 3
TpucpapoteHom (CD5789) 3 nopgasnibwimm  90-
OEHHUM BIJKPUTUM [JOAATKOBUM  AOCHIIKEHHAM
cepef nauieHTiB 3 ayTOCOMHO-peLeCcBHUM iXTIO30M
i3 N1ACTMHYACTUM NYLLIEHHAM

37. OHOBNEeHi CKpiHWOTKU — LLlogeHHa OLiHKa CUMNTOMIB POCIICbKOKO MOBOK; OHOBJ1E€HI CKPIHLIOTY —
3anuTaHHA NPO nikapcbKi npenapatu POCIACbLKOKO MOBOK [0 NPOTOKO/Y K/IHIYHOrO AOCAIAKEHHS
«MixHapoaHe, baraToueHTpoBe, paHAoMi30BaHe, noAgiriHe cnine gocnimxkeHHs dasu Il y 2 napanenbHux
rpynax TpmMBasicTio 52 TVKHi 3 METOH NOPIBHSAHHA €DEKTUBHOCTI, 6€3NeKn Ta NePEeHOCUMOCTI (DiKCOBaHUX A03
NoTpPINHOI kOMGIHaLiT «b6eknomMmeTa3oH gunponioHat, opmMoTepon dymapart i raikonipoHin 6pomig» (CHF
5993) i chikcoBaHMX 03 NOABINHOI KOMGIHALi «6eknomMeTa3oH AunponioHaT i popmoTepon dymapar» (CHF
1535), obuaBi 3 AKMX BBOAATLCA 4epes iHranatop pMDI, y nauieHTiB i3 XPOHIYHMM OBCTPYKTUBHUM
3aXBOpPIOBaHHAM siereHb (XO3/)», kog pgocnipkeHHs CLI-05993AA3-06, Bepcisa 1.0 Big 21 TpasHA 2020 poky;
crnoHcop - «K’e3i ®apmauesTivi C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis

3asBHUK - TOB «KOBAHC KNIHIKA JEBENOMNMEHT YKPAIHA»

38. OHoBneHa Bpolulypa gocnigHuka ansa ToauuTuHidy, Bepcisa Big KBiTHA 2020 poKy, aHIMiiCbKOLO
MoBoto; OHOBeHI iHhopmauLiiHMii NUCTOK nauieHTa Ta popma iHPOPMOBaHOI 3rogM Ha yyactb Yy
KNiHIYHOMY AochifKeHHi, Bepcifa 2 Big 15 notoro 2021 p. ansA YKpaiHM aHrNiiCbKOKD, YKPATHCBLKOIO Ta
pPOCIACbKOIO MOBaMW [0 MNPOTOKO/Y KIIHIYHOrO JocnimpkeHHs «24-TVDKHEBE PAHAOMI3OBAHE,
MOABIAHE CNINE, BATATOLEHTPOBE AOCNIAXEHHA Y MAPANENBHUX TPYMAX 3 AKTUBHKM
MPENAPATOM TMOPIBHAHHA ANA OUIHKW E®EKTUBHOCTI TA BE3MEYHOCTI MPEMNAPATIB
PF-06650833, PF-06651600 | TO®ALUUTUHIBY AK B AKOCTI MOHOTEPATII, TAK | B KOMBIHALLI, ¥
MALJIEHTIB 13 AKTUBHUM PEBMATOIAHUM APTPUTOM CEPEAHBLOIO TA BAXKOIO CTYIMEHSA |
HEOOCTATHbLOIKO BIANOBIAAKO HA TEPAMIKO METOTPEKCATOM», koA gocnifkeHHs B7921023,
ocTaTo4Ha Bepcisi NPOToKoy Bif 22 x0BTHA 2019 p.; cnoHcop - Mdalizep IHk., CLUA

3anBHuK - Mdpaiizep IHk., CLUA

39. Bk/IIOUEHHA A0AATKOBUX MiCLib NPOBEAEHHA KJiHIUHOro BUNPOOGYBaHHA [0 MPOTOKOMY K/iHIYHOMO
pocnimpkeHHs «JocnipkeHHs dasn 1b/2 npenapaty TAK-981 y noegHaHHi 3 Nem6poisymabomM Ansi OLiHKN
6€e3MneYyHoCTi, NepeHOCUMOCTi Ta NPOTUMYX/IMHHOT aKTUBHOCTI L€l KOMOIHAUIT y nNauieHTiB 3 OKpeMumu
nporpecytoymMMmn abo MetacTaTUYHUMK COMIAHUMMK NyXAnHaMmu», Kkog, gocnimpkeHHs TAK-981-1502, Bepcis 3
iHKoprnopoBaHoto nonpaskoto 01 Big 22 kBiTHA 2020 p.; cnoHcop - «Takega [lesenonmeHT CeHTep AMepikac,
IHK.» («TAC Amepikac»), CLUA (Takeda Development Center Americas, Inc. (TDC Americas), USA)

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

Ne MM.1.b. BigNoBigaLHOro gocigHuKa

n/n Ha3Ba Micug NpoBeAEeHHSA K/iHIYHOro BUNPO6YBaHHS

1 O.M.H., npodp. FoTbKO €.C.

KomyHasibHe HekomepuiiHe nignpuemMcTBO «LleHTpasibHa Micbka KniHiYHa JiKapHsS» Y)XXropoAcbKol
MiCbKoi pagu, MiCbKuii OHKOIOTIYHWIA LEHTP, M. Y)Xropog,

2 3aB. Bif,., K.M.H. OcTaneHko O.B.

KniHika HauioHasibHOro iHCTUTYTY paky, BifAifIeHHA MasloiHBa3MBHOI Ta eHAOCKOMIYHOI Xipyprii,
iHTepBeHLUiHOT pagionorii, M. Kuis

40. Po3gin «P.5 CONTROL OF DRUG PRODUCT» [ocbe A[OCNiAXyBaHOro niKkapCbKoro 3acooy
MK-8591, Bepcias 05QNWQ Big 25 ntotoro 2021 poky, aHrNifiCbKOK MOBOIO; [0 MPOTOKOY KAIHIYHOIO
pocnimpkeHHs «PaHgomizoBaHe, KiiHiuHe pocnimkeHHs 1l casm y Bl/1-1-iHikoBaHUX MaLiEHTIB, AKAM
nposoauiacsa IHTEHCMBHA Tepanid, ANA OUiHKM aHTUPETPOBIPYCHOI aKTUBHOCTI C/NOro  JlikyBaHHSA
icnatpaBipom, gopasipMHOM abo gopasipuHoOM/icnaTpaBipoM Mpy MOPIBHSAHHI KOXHOT rpynu NikyBaHHA 3
nnauebo, a TakoX A1 OUIHKA aHTUPETPOBIPYCHOI aKTMBHOCTI, 6es3nekn Ta MepeHOCMMOCTI BiAKPMTOro
NikyBaHHs1 opasipuHom/icnaTpasipoM», Kog, gocnigpkeHHss MK-8591A-019, 3 iHkopnopoBaHoto nonpaskot 03
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Bif, 29 x0BTHA 2020 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», godipHe nianpnemctso «Mepk EHg Ko.,
IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)
3aaBHUK - TOBApUCTBO 3 0OMEXEHOH0 BiAnoBiganbHicTio «MC/L YkpaiHa»

41. bpouuypa gocnigHuka Onanapu6 (Olaparib) (AZD2281, KU-0059436), BuaaHHs 20 Bif 21 ciuHna 2021
POKy, aHI/iACbKOID MOBOIO [0 MPOTOKONIB K/HIYHUX AOChifpkeHb «PaHgomisoBaHe, noggiiHe chine
pocnigpxkeHHs |l ba3n npoBegeHHs ximioTepanii 3 a6o 6e3 neM6posiisymady 3 nofasibLUnM NiATPUMYHOUMM
NikyBaHHsIM onanapMboMm abo nnauebo Ana Tepanii nNepwol MiHiT y nauieHTiB 3 PO3MNOBCHKEHUM
enitTeniasibHUM pakom sseuHukis (EPH) 6e3 myTtauiin y reHi BRCA (KEYLYNK-001/ ENGOT-0v43/GOG-3036)»,
Koa gocnigpkeHHs MK-7339-001/ENGOT-0v43/GOG-3036, 3 iHkopnopoBaHoto nonpaskoto 02 Big 20 cepnHs
2020 poky; «focnipkeHHs Il dasn gna nemoponisymady y KombGiHauii 3 kapbonsiaTuHOM / TakcaHOM
(nakniTakcen abo Ha6-nakiTakcen) 3 NofasibLLMM BBEAEHHAM NeMOponizyMady y KombiHaLiT 3 NigTpUMyro4mMm
nNikyBaHHAM onanapmbom abo 6e3 HbOro B AKOCTI Tepanii neploi MiHil y nauieHTiB i3 MeTactaTuyHum
NJOCKOKNITUHHUM  HeApPiGHOKNITUHHMM pakoMm nereHis (HOKP/)», kof pocnigxkeHHs MK-7339-008, 3
iHkopnoposaHoto nornpaskoto 03 Big 08 rpyaHa 2020 poky; «PaHgoMizoBaHe BigkpuTe AocnigkeHHs dhasn 2 Ta
3 Onanapuby y kombGiHauii 3 TMemO6Gponisymabom Yy rMOpiBHAHHI 3 XiMioTepanielo y komb6iHauii 3
Mem6ponisymabom nicns iHAYKUil KAIHIYHOT nepeBarv 3 MepLIok JliHIEl XimioTepanii y koMGiHauii 3
Mem6ponizymabom y nauieHTiB 3 MiCLLEBO-peLUanBYOUNM HeonepabesibHuM abo meTacTaTUYHUM NOTPIAHO-
HeratMBHMM pakoM monoyHoi 3as103n (TNBC) (KEYLYNK-009)», kon pocnimkeHHs MK-7339-009, sig 24
nvnHa 2019 poky; cnoHcop - «Mepk Wapn Exg Joym Kopn.», godipHe nignpuemctso «Mepk EHg, Ko., [HK.»,
CLWA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

42. 3pa3ok nucta NOTEeHLUifiHOMY Yy4yacHUKY pochnigkeHHAa (GA39925 Direct Mail UKRAINE_
Ukrainian_v03_11Sep2020) ansa YkpaiHu, Bepcia 03 Big 11 BepecHsa 2020p., YKpPaiHCbKOO MOBOIO;
3pa3ok nucta nNoTeHUiiiHOMY y4dacHuKy pochigkeHHs (GA39925 Direct Mail_ UKRAINE_
Russian_v03_18Dec2020) gnsa YkpaiHu, Bepcia 03 Big 18 rpyaHsa 2020p., pociiicbkolo MOBOIO; 3pa3okK
€/IeKTPOHHOr0 /IUcTa MOTEHUiiHOMY yyacHuky pgocnimpkeHHs (GA39925 Email_  UKRAINE_
Ukrainian_v03_11Sep2020) ana YkKkpaiHu, Bepcisa 03 Big 11 BepecHAa 2020p., yKpPaiHCbKOIO MOBOIO;
3pa3oK  €eNeKTPOHHOro JiucTa MNOTEeHLWifiHOMYy y4dacHuky gocnipkeHHA (GA39925_Email
UKRAINE_Russian_v03_18Dec2020) gna YkpaiHun, Bepcia 03 Big 18 rpygHa 2020p., pocCilicbKoio
MOBOI0; 3pasoK peknamu 3a knwuvoBumu cnoamu (GA39925 Keyword Search_Ads_ UKRAINE_
_Ukrainian_v02_02Sep2020) ana YkpaiHu, Bepcisa 02 Big 02 BepecHs 2020p., yKpAiHCbKOIO MOBOIO;
3pa3ok peknamu 3a knwouvoBumu cnoBamm  (GA39925 Keyword Search_Ads_UKRAINE_
_Russian_v02_18Dec2020) gns YkpaiHu, Bepcis 02 Big, 18 rpyaHa 2020p., pocilicbKolo MOBOI0; 3pa3ok
GaHepHoi peknamu (9981 _Genentech UC_Banner ads_UKRAINE_ Ukrainian _v03_17SEPT2020) ansa
YKpaiHu, Bepcis 03 Big 17 BepecHA 2020p., yKpaiHCbKOIO MOBOIO; 3pas3oK GaHepHOI peknamu
(9981_Genentech UC_Banner ads_UKRAINE_Russian_ v03_18DEC2020) ana YkpaiHu, Bepcia 03 Big,
18 rpygHa 2020p., pociiicbkolo MoBoto; LinboBa crtopiHka (9981_Genentech UC_Landing
page_UKRAINE_Ukrainian_v04_02Feb 2021) pnsa YkpaiHu, Bepcia 04 Big 02 motoro 2021p.,
YKpaiHCbKOI0 MOBOIO; LinboBa CTOpiHKa (9981_Genentech UC_Landing
page_UKRAINE_Russian_v04_18DEC 2020) pns YkpaiHu, Bepcis 04 Big 18 rpyaHsa 2020p., pocilficbKoto
MOBOI0; 3pa3oK APYKOBaHUX peknamHux MmartepianiB (9981_Genentech UC_Print ads_UKRAINE_
Ukrainian_v03_17SEPT2020) pnAa YKpaiHu, Bepcisa 03 Big 17 BepecHsa 2020p., YKPAiHCbKOIO MOBOLO;
3pa3oK ApyKoBaHMX peknaMmHux Martepianie (9981 _Genentech UC_Print ads_UKRAINE_
Russian_v03_18DEC2020) ans YkpaiHu, Bepcis 03 Big 18 rpygHs 2020p., pociiicbkoo MOBOL0; 3pa3okK
aHKeTU nonepegHbLOro BigGopy «[oBigkoBuii onutyBasibHUK» (9981 Genentech UC Referral Pre-
Screening Questionnaire Ukraine Ukrainian v3.0 01Feb2021 Sponsor and SC) ansa YkpaiHu, sepcis 3.0
Big 01 notoro 2021p., yKpaiHCbKOK MOBOH; 3pa3oK aHKeTU nonepeaHbOro Bia6opy «ONpPOCHUK Ansa
HanpaBneHuss nauueHta» (9981 Genentech UC Referral Pre-Screening Questionnaire UKRAINE
Russian v3.0 18Jan2021 Sponsor and SC) gna YkpaiHu, sepcisa 3.0 Big 18 ciuHa 2021p., pociiicbkoto
MOBOIO [0 NPOTOKO/Y KIIHIYHOTO BMNpoOyBaHHA «PaHaoMi3oBaHe, MOABIHE cnine, NoABiliHE MacKoBaHe,
nnaue60-KOHTPOIbOBaHe, 6araToLeHTPOBE AOC/iMKEHHS dha3m || B napasenbHux rpynax 3 METOK OLjiHKM
edhekTnBHOCTI, 6e3neyvHoCTi Ta hapmakokiHeTukn npenapaty UTTR1147A y nopiBHSHHI 3 nnauebo Ta B
MOPIBHSAHHI 3 BeA0NI3yMaboM y NaLji€HTIB i3 BMPaA3KOBUM KOMITOM Bif, MOMIPHOrO [0 TSKKOrO CTYMEHsI», KO,
pocnipkeHHss GA39925, sepcis 6 Big 08 kBiTHA 2020 p.; cnoHcop - Genentech, Inc., USA/ [keHeHTek [HK.,
CWA
3asiBHUK - ToBapucTBO 3 ObMExXeHo BignoiganbHicTio «KoHTpakTHO-AocnigHnubka OpraHrizauist IHHodhapm-
YkpaiHa»
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43. bpowypa paocnigHuMka pocnigkyBaHOro nikapcbkoro 3aco6y LieHepumop (Cenerimod)
(ACT-334441), Bepcia 11 Big ciuHa 2021 poKy aHr/iAICbKOKO MOBOK [0 MPOTOKO/Y K/iHIYHOIO
BMNpobyBaHHA «baratoueHTpoBe, paHA4oMi30BaHe, NoABiiHe chine, nnaue60-KOHTPOIboBaHe A0CAIAKEHHS
hasmn 2b y napanenbHuUX rpynax Ana ouiHkyu edpekTMBHOCTI, 6e3NeYHOCTi Ta NEPEHOCUMOCTI LLeHepumMmoAy Y
naLieHTiB i3 CUCTEMHUM 4YepBOHUM BOBYaKom (CUB) Big, NOMIpHOro 40 BMCOKOrO CTYNEHs aKTUBHOCTI», KOZ
pocnipkeHHs ID-064A202, chiHanibHa Bepcis 4 Big 02 rpyaHa 2020 poky; cnoHcop - ldorsia Pharmaceuticals
Ltd /lgopcia ®apmacbtoTikans fita, Lseiuapis

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

44. OHOBJIeHUI NPOTOKO K/liHiYHOro Bunpo6yBaHHA MK-7684A-003 3 iHKkopnopoBaHo nonpaskoto 01
Bif 28 ntotoro 2021 poKy, aHrniicbkoo MoOBOMO; YKpaiHa, MK-7684A-003, IHchopMauiiiHnii NUCTOK i
[OKYMeEHT npo iHhopMoBaHy 3rogy Ha MaiGyTHe GiomeguuHe gocnimkeHHsA, Bepcia 00 Big 19 notoro
2021 p. yKpaiHCbKOIO MOBOIO; YKpaiHa, MK-7684A-003, IHchopmauiiiHuiAi NNCTOK i [OKYMEHT mnpo
iHhopmoBaHy 3rogy Ha MaliGyTHe GiomeguuHe AocnigkeHHs, Bepcia 00 Big 19 nwToro 2021 p.
pociiicbkoto moBoio; MK-7684A-003_6a3oBa Bepcif Gpowypu WOAO0 3pasKiB TKAHUH_YKPaiHCbKOK
MoBoOlO_AnAa YkpaiHu_12 cepnHa 2020 p.; MK-7684A-003_6asoBa Bepcis 6powypu LWo[o 3paskiB
TKaHWH_pPOCIfiICbKOI0O MOBOI_Ansa YKpaiHum_12 cepnHa 2020 p.; MK-7684A-003_6powypa pans
nayi€eHTa_yKpaiHCbKOIO MOBOW_AA YkpaiHu_12 cepnHa 2020 p.; MK-7684A-003_6powypa pns
nauieHTa_ poCiiCbKO MOBOW_Ana YKpaiHu_12 cepnHa 2020 p.; MK-7684A-003_nociOHUK LWWoAo0
Bi3UTIB_YKPaiHCbKOIO MOBOIO_Ans YKpaiHu_12 cepnHa 2020 p.; MK-7684A-003_nociGHUK LwWoao
Bi3UTIB_ POCINCbKOIO MOBOK_pAna YKpaiHum_12 cepnHa 2020 p.; MK7684A-003_306paxeHHs Ha
€/IeKTPOHHUX uWoAeHHUKax pna nauyieHta eCOA Tablet Screenshots (HaBuanbHuii mMopynb i3
KOPUCTYBaHHA NiaHweToMm, onutyBasibHUKM EORTC QLQ-C30 version 3, EORTC QLQ-LC13; EQ-5D-5L
Tablet version AHkeTa wWoAO cTaHy 3A0poB’A, Monitnka KoHdigeHUIAHOCTI, IHCTPYKUii wWoao
HanawTyBaHHs 06NiKOBOro 3anucy), Ana YKpaiiu, sepcisa 2.00 Big 3 6epesHs 2021 poky, YKpaiHCbKOO
MoBot; MK7684A-003_3006paeHHs1 Ha €NeKTPOHHUX LoAeHHUKax AnAa naudieHta eCOA Tablet
Screenshots (HaBuanibHUII MOAYNb i3 KOPUCTYBaHHA MaHWeTOM, onuTyBasibHUKM EORTC QLQ-C30
version 3, EORTC QLQ-LC13; EQ-5D-5L Tablet version AHKeTa LWWOAO0 CTaHy 3a0poB’s, MoniTuka
KOHigeHUiiHOCTI, iIHCTPYKUIT Wo0A0 HanawTyBaHHA 06/1iKOBOro 3anucy), Ana YkpaiHiu, Bepcis 2.00 Big
3 Gepe3HA 2021 poKy, POCINCHLKOK MOBOI; BK/IOUEHHA A0AATKOBUX MiCLb NMPOBEAEHHS K/iHIYHOIO
BUNPOGYBaHHA B YKpaiHi 4O MPOTOKONY KIIHIYHOrO BMnNpobyBaHHs «BbaraToueHTpoBe, paHAoOMi30BaHe,
noagivHe cnine gocnimpkeHHa 1l gpasn kombiHauii MK-7684 3 nembponizymabom (MK-7684A) nopiBHSHO 3
MOHOTepanielo nNemoposisymabomMm B SKOCTI nepwoi AiHil Tepanii ana yvacHukis 3 PD-L1-N03MTUBHUM
MeTacTaTU4YHMM HeApPiOHOKNITUHHUM pakoM fereHie», Kog gocnimkeHHs MK-7684A-003, sepcis 00 Big 19
XO0BTHA 2020 poky; crnoHcop - «Mepk LWapn eHg Joym Kopn.», godipHe nignpuemctBo «Mepk eHg Ko., IHK.»,
CWA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

Ne MM.1.6. BignoBigansLHOro gocnigHuka

n/n Ha3Ba Micus npoBeAeHHSA K/iHIYHOro BUNPOo6YyBaHHS

1. | 3aB.Big., K.M.H. OcTaneHko 0.B.

HauioHanbHWiA IHCTUTYT paky, Big4i/IEHHS Ma/10iHBa3MBHOI Ta eHA0CKOMNIYHOT Xipypril, iHTEPBEHUAHOT
pagionorii, M. Kuis

2. | A.M.H., npoh. BoHaapeHko .M.

KomyHasibHe HekomepLiiiHe nignpruemcTBo «Micbka KniHivHa sikapHst Ned» [IHINPOBCLKOI MiCbKOT
pagm, XimioTepaneBTUYHe BifAiINEHHS 3 IeHHUM cTalioHapoMm, M. [JHinpo

45. OHoBNeHa OGpouwypa gocnigHuka Ha Linzagolix (OBE2109), Bepcia 8.0 Big ciuHA 2021 poky
aHrNifcbKOK MOBOIO [0 NPOTOKOJTY K/iHIYHOrO BUNpobyBaHHA «baraTtoueHTpoBe, paHaoMi3oBaHe, NoABiiHe
cnine, nnauebo-KOHTPO/IbOBaHe KAiHIYHE JocnifpkeHHA dha3n 3 4718 OUiHKM eeKTUBHOCTI i 6e3neyvHoCTi
npenapaTty AiH3aronikc y nauieHToK 3 NoMipHUM abo cunbHUM 60/1eM, NOB'A3aHUM 3 €HAOMETPIO30M», KoL,
pocnigxeHHs 18-OBE2109-003, sepcis 4.0 Big 27 nunHA 2020 p.; cnoHcop - ObsEva S.A., Lseiiuapis
3asBHUK - TOB «KOBAHC KNIHIKAN AEBENOMNMEHT YKPAIHA»

46. OHOBJIEHUIA NPOTOKON KiiHiuHOro gocnigxeHHs Ne02 3 nonpaBKoto, Bepcis 1 Big 04 notoro 2021p.,
aHrnificbKo MOBOLO; 3MiHa Ha3BM NMPOTOKOAY K/iHIYHOro gocnigkeHHa: Byno "AocnigxeHHs Il chasu,
O NPOBOAUNTLCA 3 METOI NOPIBHAHHA Tepanii gBox 03 SAR439859 (SERD) i neTpo3ony y XiHOK B
nocTtmeHonaysi, AKUM NOTPiGHe onepaTuBHe BTPYy4YaHHA, 3 eCTPOreH-peuenTop-nosmtTuBHumM, HER2-
HeraTuBHUM NMEPBUHHO AiarHOCTOBAHMM pakoM MOJIOUHOI 3ano3un” Ctano "focnigxkeHHa |l pasu, wo
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NpoBOAUTLCA 3 METO NOPIBHAHHSA Tepanii ABOX A03 npenapaty amueHecTpaHT [SAR439859] (SERD) i
neTposony y XiHOK B NOCTMeHonay3i, AKUM NoTpiGHe onepaTuBHe BTPy4YaHHA, 3 eCTporeH-peyenTop-
nosuTuBHUM, HER2-HeraTMBHMM NEPBUHHO AiarHOCTOBaAHUM PaKOM MOJIOYHOI 3a/103U"; BKIOYEHHs
Ha3BU AOCNiAKYBaHOIo NiKapCbKOro 3acody — aMueHecTpaHT (amcenestrant); Bk/1loYeHHA CKOPOYEeHOT
Ha3Bu gocnigkeHHAa - AMEERA 4; OcHoBHa iHchopmauis npo aocnipkeHHs i coopma iHhopmMoBaHoOi
srogu, Bepcia 3 Big 05 noToro 2021p., aHrniicbko mMoBolo. IHhopmauia ana nauieHTa i oopma
iHbopMoBaHOi 3rogun, Bepcia ana YkpaiHu Ne2, para 12 notoro 2021 p. (Ha ocHoBi OCHOBHOI
iHcbopmauil npo gocnigpkeHHsa i dopmu iHcpopmoBaHOiI 3roamn, Bepcia 3 Big 05 niotoro 2021p.)
aHrnificbKkol Ta yKpaiHCbKol moBaMu. IHhopmauis gns nadieHta i ¢popma iHbhopmoBaHOI 3rogu,
Bepcia gna YkpaiHu Ne2 Big 12 ntotoro 2021 p. (Ha ocHoBi OCHOBHOI iH(hopMaLil Npo AoCAiMKEHHS i
¢hopmu iHchopmoBaHoi 3rogu, Bepcia 3 Big 05 nwotoro 2021p.) pociiicbkoo moBot. [paBuna
TpaHCcnopTyBaHHA Ta 36epiraHHA netposony (A4/13), Bepcia 4.0 Big 12 notoro 2021 p., yKpaiHCbKOIO
MoBOt0. KepiBHULTBO 3 TpaHCNOPTYBaHHSA Ta 36epiraHHa netpo3ony (A/13), Bepcisa 4.0 Big 12 ntoTtoro
2021 p., pocilicbkoto moBoto. MpaBuna TpaHCNOpPTYBaHHA Ta 36epiraHHsa SAR439859 (A/13), Bepcis 4.0
BiA 12 nwotoro 2021 p., yKpalHCbLKOIO MOBOK. KepiBHULTBO 3 TpaHCMOPTYBaHHA Ta 36epiraHHs
npenapaty SAR439859 (A4/1M), Bepcisa 4.0 Big 12 notoro 2021 p., pocilicbkolo moBoto. Bpowypa ans
nayieHtTa «ACT16106 (AMEERA-4). KniHiuHe p[ocnifgXeHHsA 3 BUBYEHHA pAoonepauiiHoOro paky
MOMIOYHOI 3a/1031», Bepcia 2 Big 5 noToro 2021 p., yKpaiHCbKOIO MOBOI. Bpouypa ana nauieHta
«ACT16106 (AMEERA-4). KniHiuHe gocnigxeHHs nepegonepawiiiHoro paky MoJsIo4HOI 3aJ103u», BEpPCiA
2 Big 5 noTtoro 2021 p., pociiicbkoro MmoBolo. ACT16106 (AMEERA-4) - LLloaeHHVK nawjieHTa, Bepcis 5.0
Big 19 ntotoro 2021 p., yKpaiHCbKOIO Ta pocilicbkolo moBamu. Moctep «Y Bac Bnepue giarHoctyBanm
paK MO/I04HOI 3a103U?», Bepcisa 2 Big 05 notoro 2021 p., ykpaiHCbKOIO MoBoto. Moctep «Bam Bneplue
NoCTaBUIU fiarHo3 «pakKy MOJIOUHOI 3a/103U?», Bepcia 2 Big 05 ntotoro 2021 p., pociicbKO MOBOLO.
IHhopmauia ana naugieHta woao ydacti y agocnimpkeHHi AMEERA-4 (ACT16106). CkopoueHa
iHdbopMauisa npo gocnigkeHHs, Bepcia 1.0 Big 05 noToro 2021 p., ykpaiHCbKO MOBOK. IHchopmavis
ANA nauieHTKu wopao yyacti y gocnipkeHHi AMEERA-4 (ACT16106). CkopouyeHa iHthopmauis npo
pocnipkeHHsa, Bepcia 1.0 Big 05 noTtoro 2021 p., pociiicbkolo moBoto. JocnigpkeHHs ACT16106
(AMEERA-4). NucT-3anpoLueHHA A/1a flikapiB WoA0 CKepyBaHHSA NauieHTiB, Bepcia 2 Big 05 ntoToro
2021 p., yKpalHCbKO MoOBOK. [focnimkeHHs ACT16106 (AMEERA-4) Jluct-3anpolueHHA Ansa
HanpaBJIEHHA [0 nikaps, Bepcia 2 Big 05 ntoToro 2021 p., pociiicbkolo MOBOK. J/InCT-nogska, peaakuis
4.0., pata nepeknagy: 07 kBiTHA 2020 p., YKPaAiHCbKOIO MOBOIO [0 MPOTOKOJTY K/AiHIYHOTO BUNPOOYBaHHS
«JocnimpkeHHsa 1l gasn, Wo nNpoBoAMTLCA 3 METOH NOPIBHAHHA Tepanii ABoX 03 SAR439859 (SERD) i
NeTpo30/y y XIHOK B MOCTMEHoMaysi, SkMM MOTPibHe onepaTMBHE BTPYYaHHS, 3 €CTPOreH-peLenTop-
no3nTMBHUM, HER2-HeratMBHMM NepBMHHO AiarHOCTOBAaHWM pPakOM MOJIOHHOI 3as103M», Kog, AOCNiAXKEHHS
ACT16106, npotokosi Ne 01 3 nonpaskoto, Bepcis 1 Big 20 ciuHa 2020 poky; cnoHcop - sanofi-aventis recherche
& developpement, France (CaHodi-ABEHTIC peLlepLu e geenonmaH, ®paHLis)

3aaBHUK - TOB «CaHodhi-ABEHTIC YKpaiHa»

BYJO CTANO

«JlocnimxkeHHs 1l chasu, Wwo npoBoAnTLCA 3 MeTo | «JocnimkeHHs 1l dhasu, LWo NpoBOAUTLCA 3 METOK
NOPIBHAHHA Tepanii ABox 003 SAR439859 (SERD) i | nopiBHAHHA  Tepanii  ABOX [03  npenapaty
NeTpo30/1y Yy XIHOK B NOCTMeEHOoNaysi, AkiM notpibHe | amueHecTpaHT [SAR439859] (SERD) i netposony y
onepaTtMBHE BTpPYy4YaHHsl, 3 €ECTPOreH-peLenTop- | XiHOK B MOCTMeHOMNay3i, ikuM NoTpibHe onepaTuBHe
NO3UTUBHUM, HER2-HeratnsHum NepBMHHO | BTPy4YaHHA, 3 eCTpOreH-peuenTop-no3nTUBHUM,
[iarHoCTOBaHMM pakoM MOJI0HHOT 3a/1031» HER2-HeratMBHuM  NEPBUHHO  AiarHOCTOBaHUM
pakoM MOJIOYHOT 3a/103U»

47. OHoBNeHa Gpouwypa gocnigHuka Ha Linzagolix (OBE2109), Bepcia 8.0 Big ciuHA 2021 poky
aHrNifcbKOK MOBOIO 10 NPOTOKOY KAiHIYHOro BUNpobyBaHHSA «MoaBiliHe cine, paH40Mi30BaHe NO4OBXEHEe
[OCnNiMpKEeHHS AN OLiHKM AO0BroCTPOKOBOI eheKTUBHOCTI | 6e3MeUYHOCTI NpenapaTy NiH3aroslike y nauieHTok 3
60s1eM, NOB’A3aHNM 3 eHA0METPIO30M», Ko AocnigpkeHHs 19-OBE2109-006, sepcis 2.0 Bifg 25 cepnHs 2020
p.; cnoHcop - O6¢cEBa CA (ObsEva S.A.), LUseiiuapis

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

48. MonpaBka go posginy 3.2.P.8 CTaGiNbHICTb AOCbE AOCiIAKYBAHOro slikapcbkoro saco6y (CTA
Quality data amendment, section 3.2.P.8 Stability) SAR439859, Ta6neTka, BKpuTa 060/10HKO0, 200 MmT,
Bepcia Big 03 6epe3Hsa 2021p., aHrniicbkolo MOBOKW; 36iNblUEeHHA TepMiHy 36epiraHHA
[OcCnipKyBaHOro siikapcbkoro 3acooy SAR439859, TaGneTka, BKputa 060/10HKOK0, 200 mr, 3 18 go 24
MicsauiB; Monpaska Ao po3giny 3.2.P.8 CtabinbHICTb A0CbE MOAUMIKOBAHOro npenapaty NOpPiBHAHHA
Letrozole 2,5 mr ta6neTka, BKputa 00OJZIOHKOK, Yy Kancyni (TBepga kancyna) (CTA Quality data
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amendment, section 3.2.P.8 Stability), Bepcia Big 03 Gepe3Hsa 2021p., aHrNiliCbKOKD MOBOIO;
36inbLeHHsA TepMiHy 36epiraHHa MmogudikoBaHOro npenapary NopiBHsAHHA Letrozole 2,5 mr TabneTka,
BKpuUTa OOGO/IOHKOW, Y Kancyni (TBepga kancyna), 3 18 po 24 micAuiB 40 NPOTOKONY KAiHIYHOTO
BMNpobyBaHHA «PaHgomi3oBaHe, GaraToueHTpoBe, MOABiiHE chine pocnimkeHHa 3 as3n npenapary
amueHecTpaHT (SAR439859) y Kom6iHaLil 3 NasidoumKIiboM y NOPIBHAHHI 3 /IETPO30/1I0M Yy KOMOGIHaLIT 3
nanoéouukni6boMm Ana ikyBaHHA nauieHTiB 3 ER(+), HER2(-) pakom MOJIOYHOI 3a/103U1, SKi paHiwe He
OTPUMYBaIN CUCTEMHOTO MPOTMPAKOBOro NiKyBaHHA MOLIMPEHOrO0 3axXBOPHOBAHHSA», KO [OCMNiLKEHHS
EFC15935, 3 nonpaskoto 01, Bepcia 1 Big 27 nunHa 2020 poky; cnoHcop - sanofi-aventis recherche &
developpement, France (CaHodi-ABeHTIC peluepLl e geBenonmad, dpaHuis)

3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

49. bpouypa gocnigHuka JNJ-67896062 (Macitentan), BugaHHs 18, Big 04.12.2020 p.; IHchopmauia ans
nauieHTa Ta Popma iHcbopmoBaHoi 3roau — NMpotokon AC-055-315, Bepcis 4.0 ykpaiHCbKOIO MOBOIO A1
YkpaiHu Big 09.03.2021 p.; IHchbopmauia ana nauieHTa Ta Popma iHcpopmoBaHoOi 3rogu — MNMpoTokon
AC-055-315, Bepcis 4.0 pociiicbkolo MOBOIO A/is YKpaiHu Big 09.03.2021 p.; IHopmauia gna BaritTHoOi
napTHepKU yvyacHUKa aocnigpxeHHAa Ta Popma IHhopmoBaHoi 3roau, Bepcisa 1.0 ykpaiHCbKOO MOBOIO
Ans Ykpainu Big 10.02.2021 p.; IHchopmaLia ana BariTHOI napTHEPKU yYaCHUKa gocnigkeHHA Ta dopma
IHhopmoBaHoi 3rogu, Bepcifa 1.0 pocificbKkolo MOBOIO Ans YKpaiHu Big 10.02.2021 p.; Popma 3rogu Ha
HagaHHA Megu4yHol iHopmauii Bepcis 1.0 ykpaiHCbKOI0 MOBOIO A5l YKpaiHu Big, 26 rpygHa 2016 p.;
dopma 3roau Ha HagaHHA MeguuHoiI iHhopmauii Bepcis 1.0 pociiicbKolo MOBOI Ans YKpaiHu Big 26
rpyaHs 2016 p. 10 NPOTOKO/Y K/iHIYHOro AocnimkeHHs «pocnekTuBHe, 6araToLeHTpoBe, NoABiiHe cnine, 3
NoABINHOK iMiTauielo, paHAOMiI30BaHe, 3 akTMBHMM KOHTPO/IEM, B MapanesibHUX rpynax, 3 nocaigoBHUM
BK/IIOYEHHAM Tpyn, afjanTuBHEe, KOHTPO/IbOBaHE 3a NOAIAMW KNiHiYHE AO0CNIMKEHHS TpeTboi hasu Ans
NOPIBHAHHA eheKTMBHOCTI, 6e3neyHoCTi Ta NepeHoCUMOCTi MauiTeHTaHa 75 Mr 3 MauiTeHTaHoMm 10 mr y
nawuieHTiB 3 JlereHeBOK apTepiasibHOI0 TinepTeHsieln 3 nojasblunM NepiogoM  BigKPUTOro NiKyBaHHSA
MauiTeHTaHOM 75 Mr», kog, gocnigxeHHsa AC-055-315, nonpaska 2, Bepcia 3 Bi 6 cepnHa 2020 p.; cnoHcop -
«AHCCEH ®APMALIEBTUKA HB», Benebris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

50. 3anyyeHHs [O0[aTKOBOIO Micus NPOBeAEHHA BUNPOGYBaHHA [0 NPOTOKOJTY KAIHIYHOMO AOCAIAKEHHS
«PaHpomisoBaHe, nnauebo-KOHTPO/IbOBaHe, NOABINHE criine, y napanesnibHUX rpynax, nowykose, dasa 2,
OOCnimKeHHs1 edekTUBHOCTI i 6esneyHocTi npenapatry AMT-101 gns nepopasibHOro 3acToCyBaHHS Yy
noefHaHHi 3 aganimymabom y naujieHTiB 3 BUPA3KOBUM KOMITOM CEpPeAHbOro abo TSHKKOrO CTyNeHs», Ko,
pocnipkeHHs AMT-101-203, sepcis 2.0 Big 30 BepecHs 2020 poky.; cnoHcop - Applied Molecular Transport
Inc. /«Ennaiig Monekbtonap TpeHcnopT IHk.», CLUA

3asBHUK - TOB «biomanac», YkpaiHa

No MN.1.B. BignoBsiganbHOro gocnigHuka

n/n Ha3ga Micus npoBeAeHHSA K/iHIYHOro BUNpPo6yBaHHSA

1. nikap Ckunoano C.A.

MegnuHnin ueHTp «Ok!KniHik+» ToBapucTBa 3 0OMEXEHOW BiANOBifaNbHICTIO «MbkHapoaHWI
IHCTUTYT KNIHIYHUX [OCNIMKEeHb», BigAiN racTpoeHTeposorii Ta renarosiorii  cTauioHapHOro
BiAAiNeHHA, M. KniB

51. OHoBneHuii NPOTOKON K/iHiYHOro Bunpo6yBaHHA MK-3475-A18/[ENGOT-cx11/GOG-3047, 3
iHKopnopoBaHoto nonpaskoto 01 Big 06 ciuHA 2021 poky, aHr1iACbKOO MOBOLO; JINCT-PO3’ACHEHHS Bip,
16 notoro 2021 poky, aHriicbKko MoBOK A0 npotokony MK-3475-A18/ENGOT-cx11/GOG-3047, 3
iHKopnopoBaHoto nonpaBkoto 01 Big 06 ciuHAa 2021 poky; 3miHa Ha3BW NPOTOKOJY KiHIYHOrO
BUNpo6yBaHHA 3 «PaHpgomisoBaHe, nopBiliHe cnine pocnigkeHHs Il da3m ximiopagiotepanii y
KOMOGiHaujil 3 nem6ponisyma6om ab6o 6e3 HbOro Ans NiKyBaHHA JIOKaJIbHO PO3NOBCHOAKEHOr0 paky
WNAKM MaTKM 3 BUCOKMM cTyneHem pusnky (KEYNOTE-A18/ENGOT-cx11l)» Ha «PaHpomi3oBaHe,
noagiiiHe cnine gocnigkeHHs lll ha3n ximiopagioTepanii y komGiHauii 3 nem6ponizymaéom a6o 6e3
HbOTO A5 NliKyBaHHI JIOKa/IbHO PO3MNOBCIOAKEHOTO PaKy LIMAKN MaTKU 3 BUCOKMM CTYNeHeM pU3nKy
(KEYNOTE-A18/ENGOT-cx11/GOG-3047)»; 3miHa KOA4OBaHOro HOMepPYy NPOTOKOJy KNiHIYHOro
Bunpo6ysaHHA 3 MK-3475-A18/[ENGOT-cx11 Ha MK-3475-A18/[ENGOT-cx11/GOG-3047. 3MmiHuU
KepiBHULTBA KMiHIYHOro BUNPOOYBaHHA; YKpaiHa, MK-3475-A18/ENGOT-cx11/GOG-3047, Bepcis 1.00
Big 10 Gepe3HAa 2021 p., yKpaiHCbKOIO MOBOIO, iH(hopmalis Ta JOKYMEHT NPo iHhopmoBaHy 3rogy Ans
nauieHTa; YkpaiHa, MK-3475-A18/ENGOT-cx11/GOG-3047, Bepcia 1.00 Big 10 GepesHa 2021 p.,
pocilicbkolo MOBOLO, iHhopmalia Ta AOKYMeHT npo iHopmoBaHy 3rofy AA nauieHTa; YKpaiHa,
MK-3475-A18/ENGOT-cx11/GOG-3047, Bepcia 01 Big 10 Gepe3Ha 2021 p., YKpaiHCbKOIO MOBOIO,
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iHpopmauiliHuiA MNCTOK | AOKYMEHT NPo iHhopMoBaHy 3rogy Ha MaiiGyTHE GioMmeauUuHe [OCNIMKEHHS;
YkpaiHa, MK-3475-A18/[ENGOT-cx11/GOG-3047, Bepcisa 01 Big 10 6epe3Hs 2021 p., pocCilicbKolo MOBOIO,
iHhbopmauiliHKiA MIMCTOK | AOKYMEHT Npo iHpopmMoBaHy 3roay Ha MaiiGyTHeE GiomeAnUHEe [OCIAKEHHS.
[0 MpOTOKONY KAIHIYHOrO JocnimkeHHs «PaHgomizoBaHe, noAgiliHe cnine pgocnimkeHHs 1l dasu
ximiopagjoTepanii y kom6iHauii 3 nemoponisymabom abo 6e3 HbLOro ANA JiKyBaHHA J1OKa/IbHO
PO3MOBCHKEHOIO paKy LUMAKU MaTKn 3 BUCOKMM cTyneHem pusnky (KEYNOTE-A18 / ENGOT-cx11)», kog,
pocnipkeHHa MK-3475-A18/ENGOT-cx11, Big 14 nuctonaga 2019 poky.; cnoHcop - «Mepk Wapn EHA Joym
Kopn.», pgouipHe nignpuemctBo «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnNoBiAasbHICTI0O «MC/[, YKpaiHa»

nemoéponisymabom abo 6e3 HbOro A/si NikyBaHHS
NOKa/TbHO PO3MOBCHAKEHOr0 paKy LUMAKL MaTKu 3

BYNO CTA/O
«PaHpgomi3oBaHe, noggiitHe cnine gocnigxkeHHs 1l | «<PaHgomizoBaHe, noAgiitHe crine gocnigxeHHs |l
hasn ximiopagioTepanii y  komb6iHauii 3 | pasn  ximiopagioTepanii y  KOmGiHauii 3

nemoéponisymabom abo 6e3 HbOro Ass AikyBaHHi
NIOKa/IbHO PO3MOBCHOAKEHOTO Paky LUMIAKA MaTKu 3

BUCOKUM CTyneHem puU3nKy (KEYNOTE- | BUCOKUM CcTyneHem puU3nKy (KEYNOTE-
A18/ENGOT-cx11)» A18/ENGOT-cx11/GOG-3047)»

BYNO CTAO
MK-3475-A18/ENGOT-cx11 MK-3475-A18/ENGOT-cx11/GOG-3047

BYNO CTAO
M.1.B. KoHTakTHOI ocobu: Capnep Tokep (Sarper | MN.I.6. koHTakTHOT ocobu: KapiH fAmaga (Karin

Toker),

KoHTakTHuiA TenedhoH: +1 267 305 5288,
Apnpeca enekTpoHHOT NOLUTHU:
sarper.toker@merck.com

Yamada),

KoHTakTHuiA TenedoH: 732-594-1882,
Afpeca eneKTpoHHOT NOLUTHU:
karin.yamada@merck.com

52. 3anpoBagkeHHA NiKapcbKOro 3acooty, L0 BUKOPUCTOBYETLCA AAK PO3UMHHUK A1 AOCNiAKYBaHOIo
nikapcbKoro 3aco6y mapsenTtakor anba (aktuBoBaHuil) [npenapatr MarzAA]: Boga ans iH’ekuii,
pPO3uUMH ANA NapeHTepasibHOro BBefeHHs, 20 mn, BUPoGHUK — "Fresenius KABI Espaia, S.A.U.",
IcnaHin; 3pa3kn eTUKETOK (MapKyBaHHs) (4711 KOPOGKM Ta amnynun) ana Bogn gna iH ek, po3unH gnsa
napeHTepasibHOro BBefleHHsA, 20 M/, ocTaTtouHa pegakuia 1.0 ana YkpaiHu Big 10 6epes3Hsa 2021 p.,
OCTaTOYHUW Nepeknag 3 aHrniicbKoi MOBM Ha YKpaiHCbKy MOBY Big, 12 6epe3Hs 2021 p. Ao NpOoTOKO/y
KMiHIYHOrO BUNpoByBaHHSA «ocnimkeHHs I/l dhasu, LWo npoBoAMTLCA 3 METOK BUBUYEHHS (DapPMaKOKiIHETUYHNX
i (hapmakoMHaMiYHMX B/IACTMBOCTEN, a TakoX OLHKM 6e3neYHOCTi 1 echeKTUBHOCTI Map3enTakory anbda
(aKkTiBOBaHOrO) Mpu NikyBaHHi enizoAnyHMUX KPOBOTEY Y NaLuieHTIB 3i CNagKOBUMKN MOPYLUEHHAMU 3ropTaHHS
KpoBi», kog, gocnigxkeHHa MAA-202, pegakuis Big 19 yepsHs 2020 p., nokasibHa nonpaska 1.0 4o npoTokony
KiHiYHOro BUNpobyBaHHA (Nuwe Ans Ykpaidu) Big 04 ciyna 2021 p.; cnoHcop - «KeTtenicT baliocaeHcuns
IHkopnopeliTea» [Catalyst Biosciences, Inc.], CLUA

3asBHIK - TOBAPUCTBO 3 OBEMEXEHOIO BIAMNOBIAANBHICTHO «l EC AN-YKPAIHA»

53. bpouwypa gocnigHuka TeseTtakcen /Tesetaxel, BuaaHHsa 13.0 (rno6anbHe), Big 30 nuctonaga 2020
POKy, aHrfilicbkolo MoBoOH; IHhopmauisa ana nauieHta i @Popma iHchopmoBaHoi 3rogn ODO-TE-S104,
Bepcia 1.1, Big 26 nwToro 2020 poky, Maiictep ICF_v2.0_24Dec2020 UKR_ENG_24Feb2021,
aHrniicbKolo, pociicbKol Ta YKpaiHCbKo MoBaMu; JopaaTtok fo IHchopmauii agna naudieHta i Popma
iHpopmoBaHoi 3rogu ODO-TE-S104, Bepcia 1.1, Big 26 snwToro 2020 poky, Maiictep
ICF_v2.0_24Dec2020_UKR_ENG_24Feb2021, aHrniiicbkoio, pocCilicbkOol0 Ta YKpPaiHCbKOI MOBaMu;
MopoBXeHHA TpUBaOCTi AocnimKeHHA A0 01 6epe3Ha 2022 poKy A0 NPOTOKO/Y KNiHIYHOTO AOCNIAKEHHSA
«Bigkpute pocnigpkeHHA BMMBY pabenpasonly Ha (hapMakoKiHETWKY Te3eTakceny Yy nauieHTiB i3
PO3MOBCIOAXEHUMU COMAHUMUN NyXANHAMU», KOA aocnimpkeHHs ODO-TE-S104, OpuriHan: Bepcia 1.1, Big 26
noTtoro 2020 poky; cnoHcop - Odonate Therapeutics, Inc., USA, OgoHeiiT Tepan'toTike, IHk., CLUA

3aaBHuK - TOB «APEHCIA EKCIJIOPATOPI MEAICIH», YkpaiHa

54. OHoBneHa Gpowypa pocnigHuka Tingpakisymaoé (MK-3222), sepcia 11 Big 06 ciuHa 2021 p.,
aHrNiNCbKOI MOBOI [0 MPOTOKO/Y KANIHIYHOrO AOCNIMKEHHS «[JOBroCTPOKOBE MPOAOBXEHE AOC/IAKEHHS
Tingpakisymaly 3 MeTOH A0BefeHHsi 1oro 6e3meyHOCTi Npu 3acTOCyBaHHi Y MaLi€HTIB i3 NcopiaTMyHUM
apTpuTOoM, AKi paHille 6pany yyacTb Y AOCAIMKEHHI i3 3aCTOCYBaHHAM Tisigpakizymaby», kog, AOCiAKEHHS
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CLR_18_07, Bepcisa npoTokony 01 3 iHkopnoposaHoto nonpaskoto 1 Big, 22 nunHa 2020 poky; CNoHcop - Sun
Pharma Global FZE, O6’egHaHi Apabcbki Emipaty
3asaBHUK - TOB «KniHiuHi gocnigpkeHHs AKoH», YKpaiHa

55. bpouwypa gocnigHuka TeseTtakcen /Tesetaxel, BuaaHHs 13.0 (rno6ansHe), Big 30 nucronaga 2020
pPOKy, aHrnificbkoio moBoto; Patient information sheet and informed consent form ODO-TE-S103,
Version 1.1, 25 Feb 2020 Master ICF_v2.0_24Dec2020 UKR_ENG_24Feb2021, aHrniicbKoo MOBOIO;
NHdropmaLoHHbIV NNCTOK nayueHTa n cpopma nHcpopmupoBaHHoro cornacusa ODO-TE-S103, Version
1.1, 25 Feb 2020 Master ICF_v2.0_24Dec2020 UKR_RUS_24 Feb 2021, pociiicbkolo MOBOIO;
IHcbopmauiiHuin NnMCcTOK Ana naudieHTa Ta chopma iHhopmoBaHoi 3rogn ODO-TE-S103, Version 1.1, 25
Feb 2020 Master ICF_v2.0_24Dec2020_UKR_UKR_24Feb2021, ykpaiHCbKOIO MOBOIO; Annex to Patient
information sheet and informed consent form ODO-TE-S103, Version 1.1, 25 Feb 2020 Master
ICF_v2.0_24Dec2020 UKR_ENG_24Feb2021, aHrnincbKow MOBOIO; MpunoxeHune K
MHchopmaLMoHHOMY NTIUCTKY NnayueHTa u hopme nHchopmMmuposaHHoro cornacus ODO-TE-S103, Version
1.1, 25 Feb 2020 Master ICF_v2.0_24Dec2020_UKR_RUS_24 Feb 2021, pociiicbkoto MmoBot0; flogaTok
A0 iHhopmauiiiHoro nncTka gnA nayieHta Ta popmu iHhopmoBaHoi 3rogu ODO-TE-S103, Version 1.1,
25 Feb 2020 Master ICF_v2.0_24Dec2020_UKR_UKR_ 24Feb21, ykpaiHCbKOO MOBOIO; MoAo0BXeHHA
TpuBasiocTi gocnipkeHHA Ao 01 Gepe3Hsa 2022 poKy A0 NPOTOKO/Y KAIHIYHOTO AOCAifKEHHS «Bigkpute
JOCNiMpKeHHS NeYviHKoBOT Hef0CTATHOCTI i3 3aCTOCYBaHHAM Te3eTaKcesly Y MauieHTIiB i3 pO3NoBCHOIKEHNUMM
CoMigHUMM NyX/IMHaMmK», kod gocnimpkeHHs ODO-TE-S103, OpwuriHan: Bepcisa 1.1, Big 25 ntotoro 2020 poky;
cnoHcop - Odonate Therapeutics, Inc., USA, OgoHenT Tepan'toTikc, IHK., CLUA

3asaBHUK - TOB «APEHCIA EKCIJTOPATOPI MEAICIH», YkpaiHa

56. MonpaBka A0 [ocbe pocnigKyBaHOro nikapcbKoro s3aco6y noHecumop (ACT-128800) ans
KniHiyHoro pocnipkeHHs AC-058B202 Big 18 rpypHs 2020 p.; MNoaoBXeHHs1 TepMiHYy NMPUAATHOCTI
pocnipKyBaHOro nikapcbKoro 3acooy noHecumopg (ACT-128800) 20 mr, TaGneTKU BKpUTi NJ1iIBKOBOKO
060/I0HKOI y GnicTepax 3 astoMiHito/antoMiHii 6e3 ocywyBada Ao 60 MicsAuiB; 3pa3oK eTUKETKU
(MapKyBaHHs1) HaGopy A1 NOCTYNoBOro 36inbweHHA gosu (Wallet Label) - Monecumogp, 2 mr, 3 Mr, 4 mr,
5 mr, 6 mr, 7 mr, 8 mr, 9 mr, 10 mr, 20 mr, 17 Ta6/1€TOK BKPUTUX MJIIBKOBOIO OGOJIOHKOIO, peaakuis 4
YKpaiHCbKOo0 MOBOKO Bif, 19 nwoTtoro 2021 p.; 3pa3ok eTUKETKU (MapKyBaHHS1) Ans (pnakoHy Ansa
niaTpumaHHA fo3u (Bottle Label) - MoHecumog 20 mr, 36 Ta6/1€TOK BKPUTUX NNIBKOBOKO 0GO/IOHKOLO,
peaakuia 3 ykpaiHCbKOK MOBOIO Big 19 ntotoro 2021 p.; 3pa3ok eTUKeTKn (MapKyBaHHs) 411 KOPOOKU
Ana nigtpumaHHa gosu (Box Label) — MNMoHecumopg 20 mr, 3 X 36 TaGNeTOK BKPUTUX MJ1IBKOBOLO
0060/10HKOI0, pepakuis 3 yKpaiHCbKO MoBOK Big 19 nwotoro 2021 p. A0 NPOTOKONY KAIHIYHOIO
pocnigxeHHa «baratoueHTpoBe paHfoMi3oBaHe, MOABINHO c/ine AOCNIMKEHHS, WO MpPOBOAUTLCA B
napasieNibHNX rpynax XBOPUX Ha pPeuunavBylouvii pemiTylounidi PO3CisiHWMIA CKIepo3 i3 MEeTOK BUBYEHHS
6e3neyHOCTi, MepeHOCMOCTi N ed)eKTMBHOCTI npenapaTy noHecumop, (aroHicta peuentopis S1P1 ans
nepopasibHOro mpuiiomy) npy TpMBasiOMy 3acTtocyBaHHi B fo3ax 10, 20 i 40 Mr Ha fo6y (MPOAOBXEHHS
pocnipkeHHs AC-058B201)», kog pocnigpkeHHs AC-058B202, octaTouHa pefakuis 9 3 iHKOpPNopoBaHO
Monpaskoto 8 Big 14 TpaBHs 2020 p.; cnoHcop - AkTenioH ®apmackioTikana /14, Lseiyapis

3anBHuK - TOBAPUCTBO 3 OBMEXXEHOIO BIAMOBIAALHICTIO «Ml EC AU-YKPAIHA»

57. 3miHa HalimeHyBaHHA MiCUA NPOBeAEeHHA KMiHIYHOro BUNpoOyBaHHA; 3MiHa BignoBiganbHOro
[ocnigHuKa 0o NpOoTOKOY KNiHIYHOMO Aoc/impKeHHs1 «baraToueHTpoBe, BigkpuTe, MogoxeHe [JocAimpKeHHs
[l ®a3m gns OuiHkm JoeroTprBasnioi EdhekTMBHOCTI Ta besneyHocTi 3acTocyBaHHs Mipikisymaoy y MNaujieHTiB
i3 Bupaskosum Konitom MomipHoro Tta Tsxkkoro Mepe6iry (LUCENT 3)», kog gocnigpkeHHs 16T-MC-AMAP, 3
iHKOpnopoBaHoto nonpaskoto (a) Big 16 rpyaHsa 2020 poky; cnoHcop - Eni Ninni eHg Komnari, CLUA / Eli Lilly and
Company, USA

3anBHuK - «Eni Nlinni Boctok CA», LLBeliyapis

BYJ1IO CTANO

nikap MapkeBuy L.J1. nikap LapunHa H.M.

MeanuHnii ueHTp «Ok! KniHik+» ToBapucTBa 3 | Meanunuii ueHTp «Ok! KniHik+» ToBapucTea 3
06MEXeHOW  BiAnoBiganbHICTIO  «MikKHApPOAHWUA | OOMEXEHO  BiANOBIAANLHICTIO  «MiKXHapoAHWiA
IHCTUTYT KNIHIYHWX OOCTIKEHb», M. KWiB iHCTUTYT KNIHIYHUX  AOCNIAKEHb, Bipgain
racTpoeHTeponorii Ta renaronorii
CcTauioHapHOro BigaineHHs, M. Kuis
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58. PAT-CR-302 dapmaueBTUUHUIA MOCIGHUK ANA pocnigHukie, Bepcii 2.0 Big 09 rpygHa 2020p.,
aHrniicbKo MoBOKO; 3MiHa Ha3BM 3asiBHUKA KNiHiuHOro BUnpo6yBaHHA 3 TOB «IHC Pecepu YkpaiHa»
Ha TOB «CiHeoc Xenc YkpaiHa» 40 NpOTOKO/1y KIIHIYHOro AocnigpkeHHs «baraTtoueHTpose, noABiliHe crine,
nnaueb0o-KOHTPOIbOBaHe AO0CNiMKEHHA Y napanenbHUX rpynax 3 paH4oMi3oBaHo BigMIHOW0 Tepanii 3 MeTo
BMBYEHHS NMaTipomepy A1 KOHTPOJIIO rinepkasliemii y nauieHTiB, AKi NPpUAMatoTh iHriGITOPU PEHIH-aHriOTEH3UH-
anbnoctepoHoBoi cuctemu (IPAAC) ansa nikysaHHs cepueol HegoctatHocTi (DIAMOND)», kof, A0CNiKEHHSA
PAT-CR-302, npotokos Bepcia 2.0 Big 19 xoBTHA 2020p.; cnoHcop - Peninca, IHk., CLLUA

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

59. flocbe gocnigxyBaHoro nikapcbkoro 3aco6y (IMPD): Po3gin "fAaHi 3 AkocTti AcaGiynH (Debio 1450),
160 mMr NOpoLUOK ANns po3unHy ans iHdysin | Quality Data Afabicin 160 mg powder for concentrate for
solution for infusion”, pepakuis 4.0 - Big 6epe3Hsa 2021 p.; locbe AOCNiAKYBAHOIo NiKapCbKOro 3acooy
(IMPD): Posgin "[aHi 3 sakocTi AcabiumH (Debio 1450), 80, 120 Ta 240 Mr Ta6/1€TKU, BKPUTi NJ1iBKOBOIO
o6onoHkoto | Quality Data Afabicin 80, 120 and 240 mg Film-Coated Tablets", peaakuis 7 - Big 6epesHsa
2021 p.; NMopgoBXeHHs TepMiHy npuaaTtHocTi AdabiuuHy (Debio 1450), 160 Mr NOpPOLIOK AN PO3UYUHY
AnA iHdysin 3 48 po 60 micAuiB; MogoBXeHHA TepMiHy npugaTHocTi AdabiyuHy (Debio 1450), 80 mr
TabneTkn, BKpUTI NNiBKOBOK 060/10HKOMO y 6nicTepi Perlalux® Ultraprotected 3 12 ao 21 micAua 10
NPOTOKOY KNIHIYHOIO AOC/iMKeHHSA «PaHAoMi30BaHe BioKpuUTe AOCNIXEHHA 3 aKTUBHUM KOHTpONeM, Lo
NPOBOAMUTLCA 3 METOK OUiHKM  6e3MeyYyHOCTi, NepeHocUuMOocCTi 1 edekTnBHOCTI  adpaGiuuHy 4ns
BHYTPILLHbOBEHHOIO / MepopasibHOro 3aCTOCYBaHHS Mpu /liKyBaHHI NaLiEHTIB 3i CTaiNOKOKOBUMM iHDEKLLISMN
KICTOK abo cyrno6is», ko gocnigpkeHHs Debio 1450-BJI-205, octatoyHa pepakuis 5.0 3 iHTerpoBaHoH
Monpaskoto 2 Big 14 xoBTHA 2020 p.; cnoHcop - «ebiothapm IHTepHewHN CA» [Debiopharm International SA],
LLiBeiiyapis

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

60. OHOBNeHe [locke gocnipkyBaHoro sikapcbkoro 3aco6y (IMPD), Bepcis 8.0, gata: FpygeHb 2020 f10
MPOTOKO/Y KMIHIYHOTO AOCNiMKEHHS «BigkpuTe paHAOMiI30BaHe KOHTPO/bOBaHe JochigpkeHHa 3 dasw,
crnpsiMoBaHe Ha OLiHKy ceniHekcopy, 6opTe3oMiby Ta fekcameTa3oHy (cxema SVd) B MNOPIBHAHHI 3
6opTe3omibom i gekcameTaszoHom (cxema Vd) y nauieHTiB i3 peunanByovoto abo pedypakTeEPHOK MHOXWUHHOK
Mienomoto», Koa pgocnimkeHHs KCP-330-023, peakuia 4.0 3 iHkopnopoBaHoto nornpaskoto 3 Big, 17 ceprnHa
2018; cnoHcop - «Kapiodhapm TepanbloTuke IHkoprnopenTeny», CLUA

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

61. JonoBHeHHA 2.00 Big 01 6epe3HA 2021 poky o bpowypu gocnigHuka GLPG3970, BupgaHHa 2.00 Big,
30 kBiTHs1 2020 poKyY, aHrNiNCbKOIO MOBOID; IHpOpMaLiViHMIA TNCTOK NauieHTa Ta hopma iHhopmoBaHoi
srogn, Bepcia V2.0UKR(uk)1.0 Big 03 G6epe3Ha 2021 poKy, nepeknap ykpaiHCbKo MoBoOK Big 09
Gepe3Ha 2021 poky; IHcopmauiiiHuiAi NUCTOK nauieHTa Ta dpopma iHpopmMOBaHOI 3roau, Bepcis
V2.0UKR(ru)1.0 Big 03 6epe3Hs 2021 poKy, nepeknag pociiicbkoo MoBolto Big 09 6epe3Hs 2021 poky [0
MPOTOKOMY  KAIHIYHOTO  JocCnifpKeHHA «PaHgomizoBaHe, noAgiiHe cnine, nnaueb0-KOHTPO/IbOBaHe,
GaraTtoueHTPOBE AOC/IMKEHHS 415 OLHKM 6e3MeYHOCTI, NEPEHOCUMOCTI, eJDEKTUBHOCTI Ta hapMakOKIHETUKN
npenapaty GLPG3970 npu nepopasibHOMY 3aCTOCyBaHHi MPOTArOM 6 TWXHIB Y [OPOC/AMX NauieHTIB 3
aKTMBHVMM BMPA3KOBWM KOJMITOM Bif, CEpefHbOro [0 TSXKKOTO CTYMNEeHSA TSXKKOCT», KOf, OOCAIIKEHHN
GLPG3970-CL-210, Bepcis 1.0 Big 02 nunHsa 2020 poky; cnoHcop - Galapagos NV, Belgium

3asBHYK - MignpremcTso 3 100% iHo3eMHoto iHBecTuLje «AK'IOBIA PAC YkpaiHa»

62. JonoBHeHHA 2.00 Big 01 6epe3HA 2021 poky ao bpowypu gocnigHuka GLPG3970, BupgaHHa 2.00 Big,
30 kBiTHs1 2020 poKy, aHrNiicbKO MOBOID; IHpOpMaLLiliHMIA NNCTOK NauieHTa Ta hopma iHhopmoBaHOi
srogn, Bepcia V2.0UKR(uk)1.0 Big 03 G6epe3Ha 2021 poKy, nepeknap ykpaiHCbKo MoOBoOK Big 09
Gepe3Ha 2021 poky; IHchopmauiiiHnii nucTok nauieHTa Ta copma iHhopmoBaHOI 3roau, Bepcis
V2.0UKR(ru)1.0 Big 03 6epe3Hs 2021 poky, nepeknag pociiicbkolo MoBoto Big 09 6epe3Hs 2021 poky [0
NMPOTOKOMY  KMIHIYHOTO  JOChifpKeHHA «PaHgomizoBaHe, noAgiiHe cnine, nnaueb0-KOHTPO/IbOBaHe,
GaraTtoueHTpPOBE AOC/IMKEHHS AN15 OLIHKM 6e3MeYHOCTI, NePeHOCUMOCTI, eDEKTUBHOCTI Ta hapMakOKIHETUKM
npenapaty GLPG3970 npu nepopasibHOMY 3aCTOCyBaHHI MPOTSAroM 6 TWXHIB Y AOPOCAMX NaLEHTIB 3
aKTMBHVM PEBMATOIAHUM apTpUTOM Bif, CepefHbOro [0 TSXKKOr0 CTYMEHA TSHKKOCTI Ta HeLOoCTaTHbOK
BIiANOBIAAI0 Ha MeToTpeKkcaT», koA aocnimkeHHs GLPG3970-CL-209, sepcisa 1.0 Big 29 TpaBHsa 2020 poky;
cnoHcop - Galapagos NV, benebrisi

3aaBHUK - NignpreMcTBo 3 100% iHo3eMHOI iHBecTULiclo «AVK'IOBIA PAC YkpaiHa»
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63. 3miHa Ha3BM MicuA NpoBeAeHHA K/iHIYHOro AOCNIMKEHHA [0 NPOTOKO/Y K/iHIYHOrO A0CNIIKEHHSN
«Bigkpute paHaomizoBaHe pocrimkeHHs 1l a3y 3 ouiHkm agarnokcagy cimoneHiHy (OBI-822)/OBI-821
(BakuuHM Ha ocHoBi aHTUreHy Globo H) npu npoBefieHHi af'toBaHTHOI Tepanii nauieHTam i3 Tpyudi HeraTMBHUM
pakoM MOJIOHHOT 3a/1031 Ha paHHili cTaail, y akmx BigMiyaeTbesi ekcripecisa Globo H i € BUCOKWiA pn3nK po3BUTKY
peumamBy (kogose no3HaveHHA pocnimkeHHsA: GLORIA)», kop pocnimpkeHHa OBI-822-011, octartouyHa
pegakuisa 6.0 Big 17 yepBHsi 2020 p.; cnoHcop - OBl Pharma, Inc., TanBaHb, Kutalicbka Pecny6nika

3asBHNK - TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIAANBHICTIO «l EC AN-YKPAIHA»

BY/NO CTAJIO

O.M.H., npod. BoHpapeHko .M. O.M.H., npody. BoHgapeHko .M.

KomyHasibHe HekomepuiiHe nignpuemcTBo «Micbka | KOMyHanbHe HeEKOMepLUiiHe nignpnemcTBo «Micbka
KniHiyHa nikapHA Ned» [HINPOBCBLKOT MICbKOI paaw, | kiiHiyHa nikapHsa Ned» [HINPOBCHKOT MICbKOI pajw,
BigAineHHsa ximiotepanii, M. [HiNpo ximioTepaneBTUYHe BiAAINEeHHA 3  AEHHUM
cTauioHapom, M. [IHINpo

64. OHoBneHa Gpowypa pocnigHuka Bl 754091 (Ezabenlimab) Bepcia 5 Big 08 nwoTtoro 2021 go
NPOTOKO/Y K/1iHIYHOro BUNPo6yBaHHA «Biakpute gocnimpxkeHHa dhasu Ib 3 nigdopy fo3n Bl 836880 y kombGiHau,i
3 Bl 754091 ans xapakTepucTuku 6e3neyHOCTi, NepeHOCUMOCTi, dapMakoKiHETMKN, hapMakoguHaMiku Ta
e(PeKTMBHOCTI Yy  nauieHTiB 3  MicueBonowmpeHnm abo  meTacTaTUYHUM  HEMIOCKOKTITUHHUM
HeAPiIGHOKNITUHHUM pPakoM fiereHi Ta iHWKMMY COMIgHUMU NyXNUHaMU», Kog, aocnigpkeHHs 1336-0011, sepcis
6.0 Big 18 nuctonaga 2020; cnoHcop - Boehringer Ingelheim RCV GmbH & Co KG, ABcTpist

3anBHUK - TOB «JOKYMEAC» («CIA LJOKYMELC»), Natsisi

65. Bpowypa gocnigHuka PuBouepaHio mesunart, Bepcia 6.0 Big 11 rpygHAa 2020 poKy, aHI/iNCbKOO
MoBoto; IHhopmauiiiHuii nncTok i hopma 3rogu, Bepcia V4.0UKR(uk)1.0 Big 22 notoro 2021 poky,
nepeknag, yKkpaiHcbKolo MoBoto Big 09 6epe3Hs 2021 poky; IHchopmauiiiHuii NUCTOK i hopma 3roam,
Bepcia V4.0UKR(ru)1.0 Big 22 notoro 2021 poky, nepeknag pociiicbkolo MoBoto Big 09 6epe3Ha 2021
POKY [0 NPOTOKO/Y KNiHIYHOIo BUNPOOYBaHHA «PaHOoMi3oBaHe, BigkpuTe, MikHapoaHe, 6aratoueHTpoBe,
KniHiYyHe gocnigpkeHHs da3nm 3 koMOGIHOBaHOrO 3acTtocyBaHHA npenapaty SHR-1210, skuii siBNsie co60to
aHTUTiNO o PD-1, Ta anaTuHiby mesunaty (pvBoLepaHidy) NOPIBHAHO 3 3acTOCyBaHHAM copadeHiby Sk
Tepanii nepLuoi NiHii y nauieHTIB i3 NOWMPeHo renatouesntonsapHol KapunHomor (FUK), aki paHiwe He
OTPMMYBa/IN CUCTEMHY Tepanito», ko gocnimkeHHs SHR-1210-111-310, sepcia 5.0-EMEA Big 01 TpasHsa 2020
poky; cnoHcop - Jiangsu Hengrui Medicine Co., Ltd., China

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

66. IHcpopmauis anAa naulieHTa, ocTaTouHa pegakuis Big 16 ntotoro 2021 p., nepeknag 3 aHraincbKoi
MOBU Ha YKpaiHCbKy MOBY Bif, 09 6epe3Hs 2021 p., nepeknag 3 aHrNilicbKOi MOBM Ha POCiliCbKY MOBY
Ansa Ykpainn Big 09 6epe3Hsa 2021 p.; LoaeHHUK peecTpauii WoAeHHUX cuMnTomiB, pegakuia Nel.0
aHrnificbko MoBoto Bifg 13 nunHA 2020 p., oCTAaTOUHMIA NepeKnag, 3 aHrMiiCbKOT MOBU Ha YKPaiHCbKY
MOBY BiA 14 ciuHsA 2021 p., ocTaTOUHWIA NepeKnag 3 aHrNicbKOi MOBU Ha PocCilicbKy MOBY Big 14 ciuHA
2021 p. (Moci6HUK KopuCTyBaya efleKTPOHHOro wopaeHHuka (eDiary) ans yyacHuka AocnigKeHHs
SHIFT-UC GB004-2101); KapTka aAns nauieHTa 3 iHCTPYKLisiMM WOA0 NpuiloMy npenaparty, pegakuis 2.0
Big 06 ciuHa 2021 p., ocTaTOUHMIA NepeKknaz 3 aHrNilicbKoi MOBM Ha YKpaiHCbKy MOBY Big 15 ntoTtoro
2021 p., ocTaTO4HMWI NepeKnag, 3 aHrNilicbKOi MOBU Ha pocilicbKy MmoBy Big, 02 ntotoro 2021 p.; KapTtka
ANA nauieHTa 3 IHCTPYKUiAMM WoAo npuiioMy npenaparty (3MeHLWEeHHA 03U npenapaTty: piBeHb A),
pepakuisa 2.0 Big 06 ciuHa 2021 p., ocTaTOuHUIT Nepeknag 3 aHrMilcbKOI MOBU Ha YKpaiHCbKY MOBY Bif,
15 nrotoro 2021 p., ocTaTOuHUIA NepeKnaz 3 aHriNnCbKOI MOBU Ha pocCiiicbKy moBY Big 02 ntotoro 2021
p.; KapTka anAa nauieHta 3 iHCTPYKUiAMU WOAO nNpuilomy npenapaTty (3MeHLIEeHHA A03U npenaparty:
piBeHb B), pegakuis 2.0 Big 06 ciuHsa 2021 p., ocTaTOUHUIA Nepeksiaf 3 aHMNilicbKOT MOBM Ha YKPAIHCbKY
MoBY Big 15 ntotoro 2021 p., ocTaTo4HUIA Nepeknag 3 aHrniicbkoi MOBU Ha pocilicbky MoBy Big 02
moTtoro 2021 p.; KapTka ansa nayieHta 3 iHCTPyKUisMM Woa0 npuiiomy npenapaty B XoAi BigKputoro
[0AAaTKOBOro etany pgocnimpkeHHsi, peaakuia 1.0 Big 06 ciuHa 2021 p., ocTaTOuHMIA nepeknag 3
aHrnikcbKoi MOBU Ha yKpaiHCbLKy MoOBY Big 05 ntoTtoro 2021 p., ocTaTOuHUIA Nepeknag 3 aHrnicbKol
MOBU Ha pocilicbKy MoBy Big 02 ntotoro 2021 p.; KapTka gis nayieHTa 3 iHCTPYKUWiAMM Wo[0 npuiomy
npenapary B XOfA,i BiAKpUTOro o4aTKOBOro etany AOC/ifXeHHA (3MeHLUEeHHs 403U npenapary: piBeHb
A), pegakuis 1.0 Big 06 ciuHa 2021 p., ocTaToOuHMIT NepeKnag 3 aHrNilicbKOi MOBY Ha YKpPaiHCbKY MOBY
Big 03 nitoToro 2021 p., ocTaToOUHUIA NepeKknag, 3 aHrMiNCbLKOT MOBU Ha POciiicbKy MOBY Big, 02 ntoTtoro
2021 p.; Kaptka gna naudieHta 3 iHCTPYKUiAMM LWOAO0 NpUAOMY npenapaty B Xogi BigKpuToro
[O0AaTKOBOro etany AocCnigkeHHA (3MeHLWEHHA A03n npenaparty: piBeHb B), pegakuis 1.0 Big 06 ciuHsa
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2021 p., ocTaTO4HUI NepeKknag 3 aHrNicbKOi MOBU Ha YKpaiHCbKy MoBY Big 04 niotoro 2021 p.,
OoCTaTOUHMIA Nepeknag 3 aHrNiNcbKOi MOBU Ha pocilicbKy MoBy Big 02 ntotoro 2021 p.; BkioueHHs
[O0[ATKOBMX MicUub MPOBeAEHHA K/iHIYHOro AOCAIMKEHHA A0 NPOTOKO/Y KNiHIYHOTO BUMNPOOYBaHHSA
«baratoueHTpoBe, paHAoMi30BaHe, MoABIiHO cnine, nnauebo-kOHTPO/IbOBaHe AochimkeHHsa |l dasn, ske
NPOBOAMUTLCA 3 METOK OUiHKM npenapaty GBO004 npu nikyBaHHI [0POCAUX NaUieHTIB i3 Nerkum i
CepeHbOTSXKKMM MepebiroMm BMPasKoBOro KOAITY B aKTUBHIN chopmi», koA pocnimpkeHHs GB004-2101,
pegakuisa 1.0 Big 27 nvunHa 2020 p.; cnoHcop - «xnbi 004 IHkopropeliteg» [GB004, Inc.], CLUA

3asBHNK - TOBAPUCTBO 3 OBEMEXEHOIO BIAMNOBIAANBHICTIO «l EC AN-YKPAIHA»

No MN.1.6. BignoBiganbHOro gocnigHnKa

n/n HasBa micus NpoBeAEHHS KNiHIYHOTO BUNPO6YBaHHS

1. K.M.H. KpaB4yeHko T.I".

KomyHanibHe HekoMepLiiHe nignpneMmcTBo «KuiBcbka Micbka KniHivyHa nikapHsa Nel8» BMKOHABYOro
opraHy KuiBcbkoi Micbkoi pagn (KUiBCbKOT MICbKOT Aep)aBHOI agMiHicTpauil), NpOKTOOoriYHe
BigAiNeHHs, M. Kuis

2. nikap HOpkiB A.E.

KomyHasnibHe HekoMepujitHe nignpuemctBo «Opgecbka o6nacHa KiiHiYHa nikapHsa» Opgecbkol
0611acHOI pagu», NoNiKNiHiYHe BigaineHHsa, M. Ogeca

3. K.M.H., 3aB. Big. PomaHis O.I1.

KomyHanbHe HekoMmepuiiHe nignpuemctBo «O6nacHa KhiHiYHa nikapHa |BaHO-PpaHKiBCbKOI
06/1aCHOI paau», racTpoeHTEepPosIorivyHe BigdiNeHHs, M. IBaHO-PpaHKiBCbK

4. K.M.H. Tomatukesny TI'.1.

KomyHaslbHe HekomepuiiiHe MiANPUMEMCTBO  «BiHHMUbKA Micbka KiHiYHA fikapHsa  Nelx,
racTPOEeHTEeposIorivyHe BigaineHHs, M. BiHHMUS

5. K.M.H., 3aB.Big. lWexosuosa H0.0.

KomyHasibHe HekomepuiiHe NigNpMEMCTBO XapKiBCbkOi o6nacHoi pagn «O6nacHa KhiHivHa
NiKapHsa», racCTPOeHTeposIorivyHe BifAiNneHHs, M. Xapkis

67. 3miHa Ha3BM MicuA NpPoBeAeHHA K/iHIYHOro BUNpPo6yBaHHA; 3MiHa BignoBigasibHOro gocnigHuka B
MicLi npoBefeHHA KAiHIYHOro BUNpooOyBaHHA: MepguuHunii UeHTp «OKIKniHik+» TOBapucTBa 3
o6MeXeHow  BignoBiganbHicTIO «MiKHApPOAHUA  IHCTUTYT KMIHIYHUX  pochifKeHb», Bigadin
racTpoeHTeposiorii Ta renaronorii ctauyioHapHoro BigaineHHA, M. KuiB 40 NpOTOKOMY KAiHIYHOMO
JocnimpkeHHa «Bigkpute npofgoBxeHe gocnimkeHHs dhasu || 3 MeToo OLHKM LOBroCTPOKOBOT 6€3MeYHOCTi Ta
nepeHocumocTi npenapaty UTTR1147A y nauieHTiB i3 BUPa3KOBUM KOMITOM Bif MOMIPHOro A0 TSXKOro
cTyneHs abo xsopobo KpoHa», Kog gocnimpkeHHa GA40209, sepcia 5 Big 09 kBiTHA 2020 p.; cnoHcop -
Genentech, Inc., USA/ [IxeHeHTekK IHK., CLLUA

3asaBHUK - ToBapncTBo 3 O6MexeHot BignosiganbHicTio «kKOHTpakTHO-JocnigHuubka OpraHisauis IHHodhapM-
YkpaiHa»

BYNO CTANO
nikap MapkeBuy LJ1. nikap LapunHHa H.M.
MeanuHuii  ueHTp «Ok! KniHik+» ToBapuctBa 3 | Meanunuii ueHTp «Ok! KniHik+» TOoBapucrtea 3
06MEXeHOW  BiAnoBiganbHICTIO  «MikHApoAHWUi | OOMEXEHO  BiANOBIAALHICTIO  «MikHapoAHWiA
IHCTUTYT KNIHIYHWX JOCAILKEHb», M. KniB IHCTUTYT KNiHIYHUX [OCNimpKEHb», BiaAain
racTpoeHTeponorii Ta renaronorii
cTauioHapHoOro BigaineHHs, M. Kuis

68. Onuc npegmeTiB ANA y4acHUKIB AocnipxeHHA, Bepcia V3.0 Big 09 ntoToro 2021 poky, nepeknag
YKpaiHCbKOIO MOBOIO Bif, 15 6epe3Ha 2021 pokKy [0 NPOTOKONIB KIiHIYHUX BUNPOBOyBaHb «PaHaoMi30BaHe,
nofBiiHe cnine, niaueb0-KOHTPO/IboBaHe, 52-TMXXHEBE OOCNIMKEHHS ddasn 3 A8 OUiHKM edhekTMBHOCTI Ta
6e3MeYyHOoCTi 3aCTOCyBaHHA eTpacimoAy B NauieHTIB 3 akTMBHUM BMPA3KOBMM KOMITOM Bif, MOMIpHOIO A0
Ba&XXKOr0 CTYMEHS TSHXKKOCTI», kof, focnimkeHHs APD334-301, 3 iHkopnopoBaHoto nonpaskoto 3.0 Big 07 noToro
2020 poky; «PaHgomisoBaHe, nNogBiiHe cine, nnaueb0-KOHTPOIbOBaHe, 12-TWXKHEBE AOCNIMKEHHS a3 3
ONS OUiHKM ehbekTMBHOCTI Ta 6e3neyHoCTi eTpaciMogy B Naui€eHTIB 3 aKTUBHUM BMPA3KOBMM KOJITOM Bif,
MOMIPHOTO [10 BAXKOr0 CTYMNEHs TAXKOCTI», koA AocnimkeHHsa APD334-302, 3 iHKoprnopoBaHoto nornpaskoto 2.0
Big 07 ntotoro 2020 poky; cnoHcop - «ApeHa ®apmacbloTikana, IHK.», CLUA (Arena Pharmaceuticals, Inc.),
United States

3asBHYK - MignpremcTBo 3 100% iHo3eMHoto iHBecTULjel «ANK'HOBIA PAC YkpaiHa»
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69. 3MiHa Ha3BU Micus NpoBeAeHHs K/iHIYHOro BUNpo6yBaHHs; 3MiHa BiAnNoBiganbHOro fgocnigHvuka B
Micui npoBeAeHHA KMiHIYHOro BMNpoGyBaHHA: MeauuHuii ueHTp «Ok!KniHik+» TOBapucTtBa 3
OOMeXeHOoK  BignoBiganbHICTIO «MikXHApPOAHUIA IHCTUTYT KNIHIYHUX  [ocnimKeHb», BiaA[in
racTpoeHTepoJsiorii Ta renaronorii ctauioHapHoro BigaineHHA, M. KuiB [0 NpoOTOKONY KAiHIYHOrO
JocnipkeHHs «PaHgomizoBaHe, MoOABiHe cfine, MOABIHE MackoBaHe, naueb0-KOHTPO/IbOBaHeE,
baraToLeHTpoBe JocnimkeHHs hasu Il B napanenibHUX rpynax 3 MeTor OLiHKM e(DEKTUBHOCTI, 6e3MeyYHoCTi Ta
hapmakokiHeTvkn npenapaTy UTTR1147A y nopiBHAHHI 3 nnauebo Ta B MOPIBHSAHHI 3 BeAOsi3ymMabom y
NnavieHTIB i3 BUPA3KOBUM KONITOM Bif, MOMIPHOTr0 A0 TSXKOro CTyneHs», ko fgocnimkeHHa GA39925, sepcis 6
Big 08 kBiTHA 2020 p.; cnoHcop - Genentech, Inc., USA/ xeHeHTek IHK., CLLUA

3asaBHUK - ToBapncTBO 3 O6MeEXeHOo BignosiganbHiCTio «kKoOHTpakTHO-JocnigHnubka OpraHisauis IHHodhapM-
YkpaiHa»

BYNO CTAJIO
nikap MapkeBuy LJ1. nikap LiapuHHa H.M.
MeguuHuunii  ueHTp  «Ok!KniHik+» ToBapucTBa 3 | Meanunuin  ueHTp «Ok!KniHik+» ToBapucTea 3
06MEXeHO  BIAnoBigasbHICTIO  «MiXHapogHuii | OOMEXeHO  BiAMNoBifasIbHICTIO  «MiXHapoAHWiA
IHCTUTYT KNiHIYHUX JOCNimKEHb», M. K/iB IHCTUTYT KNiHIYHMX [OCNiMKEHD, BiaAain
racTpoeHTeposorii Ta renaronorir
cTauioHapHoro BiggineHHa, M. Kuis

70. 3miHa BigNoBiJa/IbHOIO AOCIZHMKA Y MiCLi NPOBEeAEHHS KJ1iHIYHOro BUNPOGYBaHHA [0 NPOTOKO/Y
KNiHIYHOrO BUNPOGYBaHHA «baraToueHTpoBe, paHAoMi30BaHe, MOABIMHO cnine, nnaaueb0-KOHTPOsibOBaHe
pocnimpkeHHs |l dpasm, sike NpoBoAUTBLCA 3 METOH OUIHKM Npenapaty GB004 npu nikyBaHHI AOPOC/ANX NALEHTIB
i3 NErkMM i cepeaHbOTSHXKKMM NepebiromMm BMPa3KoBOro KOMTY B aKTUBHIl dpopmi», Koa aocnimkeHHss GB004-
2101, pepakuis 1.0 Big 27 nunHsa 2020 p.; cnoHcop - «xnbi 004 IHkopnopenTea» [GB004, Inc.], CLUA
3aasHuK - TOBAPUCTBO 3 OBMEXKEHOHO BIAMOBIAANBHICTHO «Ml EC AA-YKPAIHA»

BYJIO CTA/O

nikap MapkeBud /1. nikap Ckunoano C.A.
MeguuHuii  ueHTp «Ok!KniHik+» ToBapucTtea 3 | MeanuHuii  ueHTp «Ok!KniHik+» TOBapuctea 3

0BMEXEHO0  BiANoBiJasIbHICTIO  «MiXHapoaHuiA | OBMEXeHo  BiAnoBifanbHiCTIoO  «MiXHapoaHW

iHCTUTYT KMIHIYHMX [OCNIIKEHbY, BigAin | IHCTUTYT  K/IHIYHUX  AOCNIMKEHb», Biaain
racTpoeHTeposiorii Ta renarosorii cTauioHapHoro | racTpoeHTeponorii Ta renartonorii
BigaineHHs, M. Knis cTauioHapHoro BigaineHHs, M. Kuis

71. OHoOBnNEeHWiAi NPOTOKON  KANiHiYHOro  BuNpoGyBaHHsa M14-234 3  iHKOpNOpoBaHUMMU
AaMiHicTpatuBHumMu 3miHamum 1, 2 i 3 (Tinbku gna KaHagu) ta Nonpaskavu 0.01, 0.02, 1, 2, 3,3.01,4,5Ta
6 Big, 31 nunHa 2020 poky; IHchopmauis Ana nauieHTa Ta iHhopMoBaHa 3rofa Ha y4acTb Y HAyKOBOMY
AocnipkeHHi Ta HEOGOB’A3KOBOMY AlOC/TiMKEHHI, Bepcia 8.1 aonA YKpaiHu Big 16 6epe3Hsa 2021 poky,
YKpPaiHCbKOIO Ta pociiicbkol MoBaMu; 3MiHA agpecu 3asBHUKA KNiHIYHOro BunpoGyBaHHA — «EGOGBI
BiochapmacbloTtikans FM6X», LUBeiiuapis [0 NpOTOKOY KAiHIYHOrO BMNpobGyBaHHA «baraToueHTpoBe,
paHgoMi3oBaHe, NoABiiHe chine, niauebo-KOHTPO/IbOBAHE AOC/IMKEHHS 3 OUiHKM 6e3neyHocTi Ta
ehekTMBHOCTI NpenapaTy YnagaunTtuHio (ABT-494) ans iHAyKUIMHOT Ta NigTPMMYOYol Tepanii y nauieHTiB 3
CepeaHbOTSKKO ab0 TSHKKOK (hopMamy akTMBHOTO BUPA3KOBOTO KOMITy», KOA AochimpkeHHs M14-234, 3
iHKoprnopoBaHMK AgMiHICTpaTuBHUMK 3MiHamK 1, 2 i 3 (Tinbkn ana Kanaawn) Ta Monpaskamu 0.01, 0.02, 1, 2,
3, 3.01, 4 ta 5 Big 29 kBiTHA 2020 poky; cnoHcop - AbbVie Inc., USA

3aaBHUK - «<E66BI biothapmackloTikans 'm6X», LLseliuapis

BYNO CTANO
Heilixowtpacce 23, 6341 m. Baap, LBeiiyapisa | AnbTe LTaliHxay3epwTpacce 14, 6330 Xawm,
(Neuhofstrasse 23, 6341 Baar, Switzerland) LWBekyapia (Alte Steinhauserstrasse 14, 6330
Cham, Switzerland)

72. OHOBNEHWNIA NPOTOKOA KNiHIYHOro BunpooyBaHHsa CNTO1959CRD3001 3 nonpaBkoiw 3 Big 20
OBTHA 2020 poky; OHoBneHa Bpowypa pocnigHuka ana npenapaty CNTO01959 (guselkumab),
BugaHHa 11 Big 28 cepnHAa 2020 poky; IHdopmauia ana naudieHTa i Popma iHhopMmoBaHOI 3rogun -
Mopgenb ans Ykpaidu | Bepcia 7.0 Big, 28 rpyaHAa 2020 poky, YKpPaiHCbLKOIO Ta POCiliCbKOl MoBaMu);
OHoBneHHa Jocbe pocnigkyBaHOro nikapcbkoro 3aco6y lNycenbkyma6 (CNTO1959), «Moaynb 3:
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AkicTb» (1959-ACT-DS-171120), Big nuctonaga 2020 poky; «Moaynb 3: AKicTb» (1959-ACT-DP-170720),
Big nunHAa 2020 poky; «Mogynb 3: AkicTb» (1959-ACT-DP-140121, Big, ciuHAa 2021 poky); «Moaynb 3:
AkicTb» (1959-PLB-DP-170720, Big, nunHsa 2020 poky); Moaynb 3: AkicTb» (1959-ACT-A-290819), Big, 14
nunHsa 2020 poky; «Mogynb 3: fAkicTb» (1959-ACT-R-220920), Big BepecHsi 2020 poky); «Moaynb 3:
AkicTb» (1959-ACT-R-220920), Big BepecHa 2020 poky); «Moaynb 3: AkicTb» (1959-ACT-R-220920), Big,
BepecHss 2020 poky; JdoaaHHA HoOBOI ¢opMu BUNYCKY AOCNIMKYBAHOrO NiKapCbKOro 3acoody
F'ycenbkyma6 (CNTO1959) 100mr/mMn y nonepegHbO 3anoBHeHOMY wnpuyi 2,0 mn (200mr/wnpuui);
BknioueHHs AogaTKOBUX BUMPOGHUKIB AnA npenapary Fycenbkymaé (CNTO1959) 100 mr/mn, po3umH
Ans iHdysin y nonepeaHb0 3aNOBHEHOMY LUMPUL; PO3UMH AN iH €KLV y nonepeaHbO 3anOBHEHOMY
wnpwudi (100 mr): Catalent Pharma Solutions, Kutaii; Catalent Germany Schorndorf GmbH, HimeuunHa;
Catalent Pharma Solutions, LLC, CLUA; OHOBneHHA [JOCb€E AOCNILKYBAHOIo /iKapCbKOro 3acooy
Mnaue6o o YcrtekiHyma6 (CNTO1275) po3umH Aans iH’eKUii y nonepegHb0 3aNnOBHEHOMY LUNpPUL,
«Mopgynb 3: AkicTb» (1275-PLB-DP-201117), Big, nuctonaaa 2020 poky; OHOB/eHi 3pa3ku MapKyBaHHSA
YKPAiHCbKOI0 MOBOIO AOC/iMKyBaHUX NiKapcbKux 3aco6iB: Nycenbkyma6é 100 mr/Mnaue6o 1 mn
po3uunHy (Bepcis 5 Big 28 cepnHa 2020 poky); Fycenbkyma6o 100 mr/imn — 2 mn [200 mr y winpui] (Bepcis 1
Bif 28 cepnHA 2020 pokKy); YcTekiHymao 90mr/Mnaue6o 1 mn po3unHy (Bepcis 3 Big 28 cepnHsa 2020
pPoOKy); YctekiHyma6 130 mr 26 mn posuuHy (Bepcif 2 Big 28 cepnHa 2020 poky); Mnaue6o Ao
YcTeKiHyma6y 26 mn posuuHy (Bepcis 2 Big 28 cepnHa 2020 poky); MaTepianim AnAa nauieHTiB:
IHCTpyYKUiA Ana 3acTocyBaHHA MN'ycenbKymaoy ansA iH'eKuiii, gnsa nigwkipHOro BBEAEHHSA, WNPUL-PyYKa
2 mn, Bepcia 1.0 Big 02 xxoBTHA 2020 poOKy, YKPAiHCbKOIO Ta POCIACbKOK MoBamMu; IHCTPyKLWia anAa
3actocyBaHHsA N'ycenbkymaby ans iH’ekuiil, gns nigwKipHoro BBeAeHHs, nonepegHb0 HanoBHEHUi
wnpuy 2 mn, Bepcia 1.0 Big 02 »xoBTHA 2020 poKy, YKPAIHCLKOIO Ta pociicbkolo moBamu; LLkana gns
KiNbKiCHOT OLiHKM 6onto B Micui iH’ekuii, Bepcia 1.0 Big 23 »OBTHA 2020 poOKy, YKpAiHCbKOK Ta
pociiicbkolo MoBaMu; ONUTYBa/IbHUK ANS OUIHKM iH’eKuiid, Bepcisa 1.0 Big 23 »oBTHA 2020 poKy,
YKpaiHCbKOIO Ta POCificbKO0 MOBaMU [0 NPOTOKO/TY KAiHIYHOrO BUNPoOyBaHHA «PaHaomi3oBaHe, NoaBiiHe
cnine, nnaueb0-KOHTPO/IbOBaHE Ta 3 akTMBHWM KOHTposieM, GaraToueHTpoBe AOCNiMKEHHs dasu 2/3, wo
NPOBOAUTLCA Y NapasiesibHUX Tpynax 3 METOH OUiHKM eddeKTUBHOCTI Ta 6e3neyHoCTi rycenbKymaoy y
nauieHTiB i3 xBopobolo KpoHa B akTuBHIli (pasi Bif cepedHbOro A0 BaXKOrO CTYMEHs TSHKKOCTI», KofA
pocnipkeHHs CNTO1959CRD3001, 3 nonpaskoto 2 Big 13 nuctonaga 2019 poky; cnoHcop - Janssen
Pharmaceutica NV, Belgium / AHcceH ®apmaueBTtuka HB, benbris

3aasHuK - TOB «MAPEKCE/T YkpaiHa»

73. OHoBneHuii MpoTokon KniHiuHoro gocnigpkeHHAa ND0612-317, Bepcis 2.1 Big, 25 uepBHa 2020 poKy;
Bpowypa pgocnigHMka AocnimKyBaHOro sikapcbkoro 3acooy NDO0612 (levodopalcarbidopa pns
nigwkipHoro BBeAeHHA), Bepcia 13 Big 04 uepBHsa 2020 poKy aHrniicbKkolo MOBOK; OHOB/1IeHe A0CbE
JocnigmxyBaHoro nikapcbkoro 3aco6y ND0612-317, Bepcia 9.5 Big 27 kBiTHA 2020 poKy aHrNilicbKoo
MOBOI0; OHOB/NEHEe A0CbE AOCNiMKYBaHOro nikapcbkoro 3acoéy ND0612-nnaue60, Bepcia 4.0 Big 27
KBiTHA 2020 poKy aHINMilicbKOo MOBOLO; OHOBJIEHE AO0CbhE [A,0CNILKYBaHOrO NlikapCcbKoro 3acooy, 2.1.P -
AnAa nnaye6o go Carbidopa-Levodopa B kancynax (cipi), Bepcisi 2.0 aHrnificbkoto MmoBoto; OHOBJIEHE
[O0CbE fOCNioKYBaHOro flikapcbKoro 3aco6y, 2.1.P - onsa nnaye6o go Carbidopa-Levodopa B kancynax
(6ini), Bepcisa 2.0 aHrniicbKkoo MOBOIO; OHOBJIEHE [0OCHE AOCNIAKYBAHOIO NiKapCbKOro 3acooby, 2.1.P -
pana Carbidopa-Levodopa B kancynax (cipi, 6ini), Bepcia 2.0 aHrniicbkold MOBOIO; BkitoueHHs
popatkoBoi BUpPOoG6HM4oi ginAHkn Millmount Healthcare Limited, Ireland, sika BignosiganbHa 3a
36epiraHHA Ta po3nogin pocnigxkyBaHoro npenapary ND0612 ta iioro nsiiaue6o; OcHoBHa chopma
iHcbopmoBaHoOi 3rogu, Bepcia 5.1 Big 17 nuctonaga 2020 p. yKpaiHCbKOK Ta POCICbKOO MOBaMu;
dopma iHhopmoOBaHOI 3rogM Ha AoAaTKOBe reHeTUUYHe AOoCnigKeHHA, Bepcia 4.1 Big 17 nuctonaga
2020 p. ykpaiHCbKOI Ta pocilicbkolo MoBamu; dopma iH(hOpMOBaHOI 3rogn NOMIYHMKA yyaCHUKa
pocnimpkeHHA, Bepcia 3.1 Big 12 xoBTHA 2020 p. ykpalHCbKOK Ta pocilicbkolo moBamu; ND0612-
317_KapTka 3 HaragyBaHHAM MpO Bi3UT y pocnimkeHHi_Bepcia 2_9 nunHa 2020 p. aHriACbKoOLO,
yKpalHCbKOIO Ta pociiicbkolo moBamu; ND0612-317 pachik aHaniszie Ta npouegyp Yy
pocnipkeHHi_Bepcia 2_13 nunHa 2020 p. aHrNificbKoo, YKPaiHCbKOIO Ta pociiicbkoto moBamu; ND0612-
317_INucTtiBka Ana BunpobyBaHHA_Bepcia 2.1 15 rpyaHa 2020 ykpaiHCcbKoio MoBoio; ND0612-317
NucTiBka ans BUNpoGyBaHHsA, Bepcif 2.1 Big 17 uepBHA 2020 p. aHINMINCbLKOIO Ta POCIACHKOKO MOBaMu;
ND0612-317_Bpolwypa ansa nauieHTiB_Bepcisa 2.1 _15 rpyaHa 2020_ykpaiHCbkoio moBoto; ND0612-
317_Bpowypa Ans nauyieHTiB, Bepcisa 2.1 Big 26 yepBHA 2020 p. aHIMIICbKOIO Ta POCiliCbKOIO MOBaMu;
Nuct-HanpaBneHHA Big nikapa, Bepcia 2.1 Big 15 rpygHAa 2020 p. aHrificbkow, YKPaiHCbKOK Ta
pocilicbkolo MmoBamMu; KOHTPONbLHUI nepenik AnA aHanily icTopii xBopoou, Bepcia 2 Big 12 uepBHA
2020 p. aHrificbKo MOBOI; ONUTYBaHHA WOA0 BUAY NiKyBaHHA, OTPMMAHOIO B CJ1iMOMY PeXuMi,
Bepcia 1.0 Big 8 uepBHsa 2020 p. aHININCbLKOI, YKPAIHCBLKOIO Ta pocificbkolo MoBamu; OuiHKa Tarapa
pornagada npu gornsgi sa Xxsopum Ha xeopooy MapkiHcoHa (PDCB), Bepcis 1.0 Big 8 uepBHs 2020 p.
aHrNiNcbKo, YKPaiHCbKOK Ta pocilicbkoto MmoBamu; LLIkana OuiHKM nauieHTOM 3arajibHOro BpaXeHHs
npo 3MiHy BnacHoro ctaHy, (PGIC) Bepcia 2.0 Big 9 uepBHs 2020 p. aHriliCbKOIO, YKPAIHCLKOI Ta
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pocilicbkolo moBamMmu; 3arasibHe KniHiuHe BpaXXeHHA wopao noninweHHs (CGl-l), Bepcis 2.0 Big 9 uepBHA
2020 p. aHrnificbkolo moBow; NDO0612 [MociGHMK i3 BuKopucTaHHA  ONnA  KNiHIYHUX
BunpoGyBaHb_Komnnekt ansa iHdysiii ACCU-CHEK, Bepcia 9.1 Big nunHa 2020 p. aHrniicbkouo,
YKpaiHCbKOI0 Ta pocilicbkoio moBamu; ND0612 TMMociGHMK i3 BMKOPUCTAHHA A1 KAiHIYHUX
BunpoGyBaHb_Komnnekt ansa iHdysiii Neria Guard, Bepcia 8.3 Big nunHAa 2020 p. aHrnificbKouo,
YKpaiHCbKOIO Ta pociliicbkolo moBamu; CueHapiii HaBYa/IbHOTO Bifeo A/ KOMMeKkTa Ans iHdysin
Neria Guard 3 nomnoto Crono Twin, Bepcis 2.0. Big 5 uepBHA 2020 p. aHrNiACbKOIO, YKPAIHCbLKOIO Ta
pociiicbkolo MoBaMu; Bigeo ouikyBaHux nogiii (aHimauia gocnigpxeHHAa BouNDless), Bepcis 2.0 Big 6
ciuHA 2020 p. aHrNiINCbKOIO, YKPAIHCLKOIO Ta POCilicbkolo MoBamMu; HaBuasibHe Bifeo A1 KOMIJ/1eKTa
Aansa iHdysin Accu-Chek 3 nomnoto Crono Twin (Mogynb_6), Bepcia 1.0 Big 5 niotoro 2020 p.
aHrnificbKow, YKpaiHCbKOK Ta pocilicbkolo moBamu; MporpamHuii gogatok BouNDless Remind Me
App_ MocnigoBHicTb Aill nayieHTa i 3HIMKM eKkpaHa, Bepcia 1.0 Big 11 TpaBHA 2020 p. aHrnilicbKolo,
YKpaiHCbKOIO Ta pociiicbkolo MmoBamMu; MoniTvka KoHigeHUiliHOCTI NnporpamHoro goaatka «Boundless
Remind Me», Bepcia 1.0 Big 28 ntotoro 2020 p. aHrNiicbKor, YKPAIHCbKOK Ta pPOCiiCbKO MOBaMu;
Mporpamunii gogatok BouNDless Remind Me App_ ymoBuM BUKOpUCTaHHA, Bepcia 1.0 Big 11 TpaBHA
2020 p. aHrNiACbKOlO, YKPAiHCbKOI Ta POCIfiICbKOK MoOBamu; IHCTPYKTOP 3 NuUTaHb KAiHIYHUX
pocnigpkeHb, Bi3UTHa KapTka, Bepcia 1.0 Big 3 BepecHsa 2019 p. aHIMINCbKOIO, YKpaiHCbKOK Ta
pocilicbkolo MoBamu [0 NPOTOKOJly KAiHIYHOrO BUNpobyBaHHA «baratoueHTpoBe, paHAOMI30BaHe,
KOHTPO/IbOBaHE akTMBHMM NpenapaTroM, NoABiliHe cnine, MOABINHE MAacKoBaHe KJiHIYHE [OCIMKEHHS B
napanenbHuX rpynax i3 BUBYEHHS e(PEKTMBHOCTI, 6€3MeYHOCTI Ta NepeHOCMMOCTI 6e3nepepBHOI NifLLKIPHOT
iHdoy3ii npenapaty ND0612 nopiBHSHO 3 nepopasibHuM npuiiomom |IR-LD/CD y nauieHTiB i3 XBOp0O6OHD
MapkiHCOHA, Y AKMX pO3BMBatOTLCA MOTOPHI thaykTyauii (BouNDless)», kog, gocnipkeHHs ND0612-317, Bepcis
1.0 Big 02 TpaBHA 2019 poky; cnoHcop - NeuroDerm Ltd., Israel (I3painb)

3asABHUK - TOB «IHC Pecepy YkpaiHa»

74. OHoBneHui MpoToKoa KNiHiuHOro BUNpoG6yBaHHA, Bepcia 3 Big 16 BepecHa 2020 p.; Bpowypa
pocnigHuka ana atesonisymady (TECENTRIQ®, RO5541267), Bepcis 17 Big BepecHs 2020 p.;
Bk/lOUYEHHA [0AAaTKOBUX MiCUb MPOBeAEHHA KIHIYHOro BUMPOOYBaHHS [0 MPOTOKONY KAiHIYHOMO
JocnipkeHHs «PaHgomizoBaHe, MoAgiHe cnine, niauebo-koHTposiboBaHe a3 Il gocnigpkeHHs
aTe3onisymaby B noefHaHHi 3 Tiparonymaoom (aHTu-TIGIT aHTuTiNO) abo 6e3 Tiparosiymaby y nauieHTiB i3
Hepe3ekTabesIbHOK MiCLLEBO-NOLUMPEHOI) M/TIOCKOK/TITUHHOK KapLMHOMOK CTPaBOXOAY», KOA, LOCIIKEHHS
Y042137, sepcis 1 Big 14 kBiTHA 2020 p.; cnoHcop - ®.XoddmaHH-/1a Pow /T4, LWBeliuapis

3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiANOBIAabHICTIO «PoL YKpaiHa»

Ne MN.1.6. BigNoBiAa/IbHOrO AOCNiAHMKA

n/n HasBa micus NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS
1 nikap KypoukiH A.B.
KomyHanibHe HekoMepuiHe nignpuemcTBo CymMcbKoi 061acHoT pagm CyMCbKMii 061aCHWUIA KNiHIYHWIA
OHKOJIOTYHWIA AncnaHcep, OHKOTOpaKasibHe BigaineHHs, M. Cymu
2 O.M.H., npodd. /lnceHko C.A.
KomyHanbHe HekoMmepuiiHe nignpuemcTBO  «[lMOAIIbCbKWIA  perioHasIbHUIA  LIeHTP  OHKOOTii
BiHHMLbKOT 061acHOT paan», TopakasibHe BigaineHHs, M. BiHHUUSA

75. OHOBJ/IEHWUIA NPOTOKON K/iHIYHOrO BUNPOOGYBaHHA, Bepcia 5 Big 21 rpygHa 2020 p.; dopma
iHdhopMmoBaHoi 3rogu, Bepcia 1.0 ana Koroptu 1 gns YKpaiHu yKpaiHCbKOLO Ta POCilfiCbKOI0 MOBaMu Bip,
24 rpyaHsa 2020 p. Ha ocHoBi MmogenbHol dpopmu iHpopmoBaHOI 3roan ans gocnigpxeHHa C041101,
Bepcia 1 gna Koroptu 1 Big 16 nuctonaga 2020 p.; ®opma iH(popmoBaHOi 3roau, Bepcia 2.0 ans
Koroptn 2 gna YKpaiHM YKpaiHCbKOK Ta pPOCilicbKoo MoBamMu Big 24 rpygHA 2020 p. Ha ocHoBi
MozaenbHoI hopmMu iHhopmoBaHOI 3rogu ana gocnigkeHHa CO41101, Bepcia 2 ana Koroptu 2 Big, 16
nucrtonaga 2020 p.; AoaaTtok go chopmu iHchopmoBaHoi 3rogu: flogatok 1 go hopmu iHcpopmoBaHoi
3roau pnsa Koroptu 1, Bepcis 1.0 ana YKpaiHu yKpaiHCbLKOLO Ta pocCilicbKolo MoBamu Big 24 rpyaHs 2020
p. Ha ocHoBi MogenbHoro foaatky 1 go coopmu iHhopmoBaHoi 3roau ana Koroptn 1 gnsa gocnipxkeHHsA
C041101, sepcis 1 Big 16 nuctonaga 2020 p.; Aoaatok go chopmu iHchopmoBaHoi 3roau: JoaaTok 1 o
cthopmu iHhopmoBaHoi 3rogn gna Koroptu 2, Bepcis 1.0 Ansa YKpaiHM yKpaiHCbKOI Ta pOCICbKOLO
MoBamu Bif, 24 rpyaHa 2020 p. Ha ocHoBi mogenbHoro floaatky 1 o coopmu iHhopMoBaHoi 3roau ana
Koroptn 2 pnsa pocnigpxeHHs CO41101, Bepcia 2 Big 16 nuctonaga 2020 p. [0 NPOTOKO/Y KAiHIYHOTO
BuNpobyBaHHa «[loABiiHe cnine nnauebo-kOHTPONbOBaHe paHAomizoBaHe asv Il gocnigpkeHHs
inatacepTiby y komGiHauii 3 aTe30/i3ymaboMm Ta MakliTakcesioM B SKOCTI MiKyBaHHSA A5 MauieHTIB 3
MICLLeBOMOLLUMPEHNM HeomnepabenbHM abo MeTacTaTUYHWM, MOTPIAHO-HEraTUBHUM pakoM  MOJIOYHOI
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3a103u», kog, aocnimkeHHs C041101, sepcis 4 Big 18 cepnHa 2020 p.; crnioHcop - d.XoddmaHH-/19 Pow f1TA,
Lseiiuapis
3aaBHUK - TOBApPUCTBO 3 OOMEXEHOI0 BifNoBiAas/IbHICTIO «PoL YKpaiHa»

76. OHOB/IEHMIA MPOTOKOJ KAiHiYHOro Bunpo6ysaHHsa MK-7339-006 3 iHkopnopoBaHoto nonpaskoto 03
Big 04 rpypgHa 2020 poKy, aHrnificbKold MOBOLO; JIMCT-pO3’ssCHEHHA Big 14 ciuHAa 2021 poky,
aHrNincbKo MOBOK A0 npoTtokony MK-7339-006 3 iHkopnopoBaHoto nonpaskoto 03 Big 04 rpyaHA
2020 poky; Bpowypa gocnigHuka AJ13 Onanapu6 (Olaparib) (AZD2281, KU-0059436), BugaHHA 20 Big
21 ciuHsa 2021 poKy, aHrNiiCbKOKD MOBOIO [0 NPOTOKOY KAiHIYHOrO AocnimkeHHs «JocnimpkeHHs 1l dpasn
Ans nem6ponizymady y KombiHauji 3 nemeTpekceom / npenapatom naaTuHu (kapéonsaTuH abo yucniaTuH)
3 nojasiblUMM BBEAEHHSAM NemMoponisymady y Komb6iHauil 3 nigTPUMyouUMM fikyBaHHAM onanapubom abo
nemeTpekceaoM B SKOCTI Tepanii nepwoi AiHii y nauyieHTiB i3 MeTacTaTUUYHUM  HEenOCKOKAITUHHUM
HeAPiIGHOKNITUHHUM pakoM fereHiB», kog gocnimkeHHsa MK-7339-006, 3 iHkopnopoBaHoto nonpaBkoto 02 Bif,
29 cepnHa 2019 poky; cnoHcop - «Mepk Wapn EHA Joym Kopn.», fgodipHe nignpuemctso «Mepk EHg Ko., [HK.»,
CWA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/, YKkpaiHa»
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