Jopartok 1

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJMIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne08 Big 22.04.2021,
HTP Ne14 Big 22.04.2021, Ha siKi 6y/i1 oTpUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «Bigkpute gocnigkeHHs 1b hasu 3 ouiHKM 6e3neYHOCTI, hapMakoKiHETVKM | hapmakogMHaMiki npenapary
JNJ-64264681 y kombiHauii 3 npenapatoMm JNJ-67856633 B y4acHMKIB 3 HEXOMKKIHCHKOK /1iMOOMOI Ta
XPOHIYHUM liMOUNTAPHIUM IeIiKO30M», Kof, AOCNIMKEHHS 64264681LYM1002, nonpaBka 1, Big 06 OBTHS
2020 poky, cnoHcop - AHccen-Cinar IHTepHewHn HB, Benbris / Janssen-Cilag International NV, Belgium
da3za- Ib

3asBHuK - TOB «<APEHCIA EKCIT/JTIOPATOPI MEAICIH», YkpaiHa

Ne M.l.6. BignoBigabHOro AocnigHmka
n/n Ha3Ba MicLs NpoBeAEeHHS K/1iHIYHOro BUNPOBYBaHHS
1 O.M.H. NepexpecTteHko T.I.

ToBapucTBo 3 06MEXEHOHW BignoBiganbHIiCTIO «MeguuHuii UeHTp iMeHi akagemika HOpis
MpokonoBuya CnikeHka», BIA4IN KNiHIYHKMX  pocnipkeHb Nel, KuiBcbka o6nactb, Kwueso-
CBSATOLUMHCBLKMIA paiioH, c. KaniTaHiBka

2. «52-TvxHeBe, paH4OMI30BaHe, NoABiiHe chine, 3 NOABIMHNM MacKyBaHHAM, 3 KOHTPOsieM nnauebo Ta
aKTVBHUM KOHTposieM pocnigkeHHs (Podpnyminact, Janipecn® 500 Mkr), Wo npoBOAUTLCA B NapasiesibHUX
rpynax 3 MeTo OLiHKM e(pekTUBHOCTI Ta 6€3neYHOoCTi ABOX A03 npenapaty CHF6001 y dhopMi CyxX0oro NnopoLUKy
ONs iHransuin, Wwo goaarnTbea A0 NiATPUMYHUOT NOTPINHOT Tepanii y nauieHTiB i3 XPOHIYHUM O6CTPYKTUBHUM
3axBOpPIOBAHHAM fereHb (XO3/1) Ta XPOHiUHUM BpOHXITOM», Kog, gocnigxeHHs CLI-06001AA1-05, sepcis 1.0
Big 20 nuctonaga 2020 poky, cnoHcop - «K'e3i ®apmaueBTivi C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis
da3za - Il

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

No M.1.6. BignoBigansLHOro gocnigHuka
n/n Ha3sa micus npoBefeHHA K/1iHIYHOro BUNPOBYBaHHS

1. | K.M.H., 3a@B. Big. Bnaxko B.I.

KomyHanbHe HekomepuiiHe nignpvemctBo «Micbka KniHiyHa sikapHa Ne 13» XapkiBCbKOT MiCbKOT
pagu, nynbsmoHonorivyHe BiagineHHsa Ne 2, M. Xapkis

2. | A-M.H., npodh. OcTpoBCbkMii M.M.

KomyHasibHe HekomepLiiHe nignpuemMcTBO «IBaHO-PpaHKiBCbKUIA obnacHuii
PTM3i0NYILMOHOMOTIYHUIA LEHTP |IBaHO-PpaHKIBCbKOT 06/1acHOT pagmn», Big4iNeHHA Ny/IbMOHOMOTII
No2, M. IBaHO-®PpaHKIBCbK

3. | KM.H. lebeab K.M.

KomyHasnibHe  HekoMepuiiiHe  MigNPMEMCTBO  «XEpCOHCbKa  MiCbka  K/iHIYHA  nikapHsA
iM. €.€. Kapabenelua» XepcoHCbKOI MIiCbKOI paaun, NyibMOTepaneBTUYHE BiAAi/IeHHS, M. XePCOH

4. | K.M.H. Mpumywko H.A.

JepxaBHa ycTtaHoBa «HauioHanbHUA IHCTUTYT doTmaiatpii i nynbmoHonorii im. ®.I'. AHOBCbKOro
HauioHanbHOI akagemii MeanyHnX HayK YKpaiHu», BigAineHHs nybMoHosorii, M. Knis

3. «OnTumizoBaHe, 6araToueHTpOBe, paHAOMi30BaHe, nNoABiiiHe cnine, naauebo-KOHTPO/IbOBaHe
JOCNiMKEHHS Yy napanesibHUX rpynax i3 BMBYEHHSA BM/MBY emMnarnipnosuHy Ha 4acToTy rocnitanisauyii 3
npuMBody CepueBOi HeLOCTATHOCTI Ta BM/IMBY Ha PiBEHb CMEPTHOCTI Y Naui€HTiB i3 rocTpum iHhapkTom
Miokapaa», kof, nocnimkeHHsa 1245-0202, sepcis 1.0 Big 03 nunHa 2020 poky, cnoHcop - Boehringer Ingelheim
International GmbH, HimeuunHa

®a3za - Il

3asBHUK - TOB «KOBAHC KNIHIKAN AEBENOMMEHT YKPAIHA»

Ne MN.1.6. BignoBiga/IbHOro AocnigHMKa

n/n HasBa micu NpoBeAeHHs KNiHIYHOTro BUNPO6YBaHHS

1 rofioBHuMii nikap XXypo6a C.B.

KomMyHanlbHEe HekoMepLiiHe nignpueEMCTBO «Yepkacbknii 06MacHWin  KapAioNnoriuyHuii  LeHTp
Uepkacbkoi 06/1aCHOI paau», BigaineHHsi rocTpoi KOpOHapPHOT HeAOCTATHOCTI Ta NOPYLUEHb PUTMY, M.
Yepkacu




A.M.H., npod. Lienyiiko B.W.

KomyHasibHe HekomepuiiHe nianpuemcTBo «Micbka KiiHiYHa nikapHs Ne 8» XapkKiBCbKOi MICbKOT
paau, kapgionoriyHe BiggineHHs 1, XapkiBcbka MeAunyHa Akafemis nicnagunaoMHol ocsitn MO3
YKpainu, kapeapa kapaionorii Ta oyHKUiOHa/IbHOT AiarHOCTUKK, M. XapkKiB

3 O.M.H., npodp. Kapnetko HO.1.
KomyHasnibHe HekoMmepuiiiHe nignpueMcTBo «Opgecbka o6s1acHa  KAiHiYHa fikapHsa»  Opgecbkol
ob6nacHoi paan», PerioHanbHWUiA LEHTP KapAioXipyprii, BigaineHHs kapaioxipyprii, M. Ogeca

4 uneH-kop. HAMH Ykpaiuu, g.M.H., npod. MapxomeHko O.M.
[JepxaBHa ycTtaHoBa «HaujioHanbHWUA HaykoBWiA LEHTP «IHCTUTYT kapgionorii iMeHi akagemika
M.[. CTpaxecka» HauioHanbHOT akageMii MeAnYHUX Hayk YKpaiHu, Biaain peaHimayii Ta iH-TEeHCUBHOI
Tepanii, M. Kuis

5 3aB. Big. PyaeHko /1.B.
KomyHasibHe HekomepuiiHe nignpueMcTBo «KMiBCbka MiCbka KAiHIYHA JIKapHS LWBWAKOT MeauyHol
Jornomorv» BWKOHABYOro opraHy KuiBcbkoi Micbkoi pagu (KWUIBCbKOI MICbKOT  [ep)XaBHOI
aAgMiHicTpauii), KapaionoriyHe BiaAineHHs (A19 XBOpMX Ha iHapKT mMiokapay), M. Kuis

6 K.M.H. MNepenenvusa M.B.
KomMyHanbHEe HeKoMepuiiiHe nignpuemcTBo JIbBIBCbKOI 061acHOi paan «J1bBIiBCbKWIA 06nacHWiA
KNIHIYHWIA  NiKyBaNIbHO-AIarHOCTUYHUIA  KapAIONOriYHUA  LEHTP», BIAAINEHHA  KOHCY/1bTaTUBHOI
MONIKNIHIKK, M. JIbBIiB

7 nikap MeTtpoBcbkuii T.P.
KniHiyHWiA  nikyBasibHO-AiarHOCTUYHUIA  LLEHTP TOBapucTBa 3 OOMEXEHOK  BiAMnoOBiAANIbHICTIO
«Cimearpyn», M. IBaHo-®PpaHKiBCbK

8 K.M.H. KapneHko O.I.
KomyHanbHe HekomepuiiHe nignpuemcTBo «KuiBcbka Micbka KiiHidHa nikapHsa Nel» BUKOHaBYOro
opraHy KwuiBCbkOi Micbkoi paau (KWiBCbKOT MICbKOT AepxaBHOT afMiHicTpauil), kapgionoriyHe
BiggineHHs, M. Kuis

9 O.M.H., npody. AreHcbkunit A.B.
KomyHanbHe nignpvemcTBo «Jlylbka MiCbka KAiHIYHA nikapHa», BOAMHCBbKMIA 06nacHuin UeHTp
KapAioBacKy/IApHOI NaTosorii, BiggiieHHa peabinitauii, M. JTyubk

10 K.M.H. KnaHua A.l.
KomyHasibHe HekomepuiiHe NigNPUEMCTBO «XMENbHULBKNA 061aCHWI CepLEBO-CYANHHUIA LEHTP»
XMe/bHULbKOT 06/1acHOT paau, BiALIIEHHS KapA4io i eHOoBacKyApHOT Xipyprii Ta iHTePBEHUINHOT
pagionorii 3 nanaror iIHTEHCMBHOI Tepanii, M. XMeNbHNLbKNT

11 | saB. Big. Baiiga M.®.
KomyHasibHe HekomepLiiHe MiANPUEMCTBO «3aKkapnaTCbKnii 061acHNA KAIHIYHUIA LEHTP kapgionorii
Ta Kapaioxipyprii» 3akapnaTcbkoi 06M1acHOi paau, cneuianisoBaHe BiggifIeHHA A0S XBOpUX 3
iHdhapKTOM MioKapaa, M. Y)Xropop,

12 | 3aB. Big. MNeTpoBCcbKuii P.B.
KomyHasnibHe  HekoMmepuiiHe  nignpueMcCTBO  «lBaHO-®PpaHKIBCbKMI  06nacHWiA  KNiHIYHWIA
KapaionoriyHnii LeHTp |BaHO-PpaHKiBCbKOI 06/1acHOT paau», BiAA4iNeHHNA iH(apkTy Miokapaa 3
6/10KOM iHTEHCMBHOI Tepanii, M. IBaHO-PpaHKIBCbK

13 | 3aB. Big. KywHip M.O.
KomyHanbHe HekomepuiiiHe nignpuemcTBo «O6nacHa kiiHivHa nikapHsa im. O.d. M'epbayeBcbKOro»
YKutomupcbkoi obnacHoi paaun, kapaionoriyHe BigaineHHs, M. XXutomup

14 | p.m.H., npodh. BatywikiH B.B.
KomyHanbHe HekomepuiiHe nignpuemcTBo «KuiBcbka Micbka KiHiYHa fikapHa Ne5» BUKOHaBYOro
opraHy KuiBcbkoi MicbKoi paan (KWiBCbKOT MICbKOT AepxaBHOI agMiHicTpauii), KapgionoriyHe
BiAAINIEHHA NS5 JliKyBaHHA XBOPUX Ha rOCTPUWIA iHGapKT Miokapga 3 nasiaTolo iHTeHCUBHOT Tepanii,
M. Kni

15 | g.m.H., npodh. KoBasib O.A.
KomyHaslbHe HekoMepujiiHe nignpuemcTBo «KniHiYHa AikapHA LWBUAKOT MeAuyYHOl 4OMOMOrm»
[HiNnpoBCbKOT MiCbKOT pajn, kapaionoriyHe BigfiNeHHA ANA XBOPUX Ha iHapkT miokapaa Neo2,
M. JHinpo

16 | A.m.H. Cepik C.A.
JepxaBHa ycTtaHoBa «HauioHasibHWii HCTUTYT Tepanii im. J1.T. Manoi HauioHanbHOT akagemii
MeAMNYHNX HayK YKpaiHW», Biaain ilueMivHoi XBopobu cepus i MeTabonivyHnX nopyLueHb, M. XapkiB

17 | A.M.H., npodp. Apema H.I.
KomyHasnbHe  HekoMepliliHe  NigNPMEMCTBO  «TepHOMiNbCbka  YHIBEPCUTETCbKA  fiKapHA»
TepHoninbCbkoi 06MacHOi pagw, KapaionoriyHe BigAineHHsi, TepHONINbCbKUIA  HaLiOHaIbHUI
MeAMYHUIA yHiBepcuTeT iMeHi |.A. FopbayeBcbkoro MiHiCTEpCTBA OXOPOHM 3[40POB'A YKpaiHu,
Kadhepa BHYTPiWHbOT MeanumHn Nel, M. TepHoninb

18 O.M.H., Npod)., 3acnyXeHuii nikap Ykpaidm Konvusa M.M.




JepxaBHa ycTaHoBa «HauioHasibHUiA IHCTUTYT Tepanii iMm. J1.T. Manoi HauioHanbHOT akagemii
MeAMYHNX HayK YKpaiHW», BiaAin npoinakTukn Ta NikyBaHHS HEeBIAKNaAHWX CTaHiB, M. XapkiB

19 K.M.H., 3aB. Bifg. Ky3Heuo08 |.B.
KomyHasibHe HekoMepLiiHe NianpUeMCTBO XapkiBCbKoi 06n1acHoi paan «O61acHa KriHiuHa NikapHs»,
KapaiosioriyHe BigaieHHs, M. Xapkis

20 | A.M.H., npocp. Bakastok I.I1.

KomyHanbHe  HekomepuiiiHe  MignpueMCTBO  «IBaHO-PpaHKIBCbKMIA  06NACHWIA  KAIHIYHWIA
KapAionoriyHuiA ueHTp IBaHO-PpaHKiBCbKOI 06/1acHOi pagu», BiAAINEHHS XPOHIYHOI ileMivHOI
XBOpPO6Y cepus, IBaHO-OpaHKIBCbKMIl HaLiOHaUTbHUIA MeanYHUIA YHIBEpCUTET, kadeapa BHYTPILLHBOT
MeauumHN No2 Ta MefICECTPUHCTBA, M. |IBaHO-PpaHKiBCbK

4. «52-TmxHeBe, paHAOMi30BaHe, NoABiHe cnine, naauebo KOHTPO/IbOBaHe AOC/IMKEHHS Yy napasieslbHUX
rpynax 3 MeToH OLiHKM eDEKTUBHOCTI Ta 6e3ne4HOCTi ABOX f03 npenapaty CHF6001 y hopmi Cyx0oro nopoLuKy
ONS iHransuin, Wwo goaarnTbesa A0 NiATPUMYHUOT NOTPINHOT Tepanii y nauieHTiB i3 XPOHIYHMM OGCTPYKTUBHUM
3axBOpoBaHHAM niereHb (XO3/1) Ta XpOHiYHMM BPOHXITOM», koA, AocnigxkeHHss CLI-06001AA1-04, Bepcis 1.0
Big 20 nuctonaga 2020 poky, cnoHcop - «K'e3i ®apmaueBTivi C.n.A.» [Chiesi Farmaceutici S.p.Al], ITanis
dasza - Il

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

Ne MM.1.B. BignoBigabLHOro AocigHuKa

n/ Ha3Ba micus npoBeAeHHSA K/1iHIYHOro BUNPOOYBaHHS

n

1. | K.M.H., 3@B. Big. bnaxko B.I.
KomyHanbHe HekomepuiliHe nignpmeMctBo «Micbka KniHiuHa nikapHa Ne 13» XapkiBCbKOi MiCbKOT
paau, NynbMoHoNorivyHe BigaineHHa Ne 2, M. Xapkis

2. | A-M.H., npodp. OcTpoBChkMii M.M.
KomyHauibHe HekomepLinHe nigNnpUeEMCTBO «IBaHO-PpaHKIBCbKMiA ob6nacHuiA
hTM3ioNYyIbMOHOMOTIYHUIA LEeHTp |IBaHO-®paHKIiBCbKOI 06/1acHOT pagu», BiAAIIEHHS MYy/IbMOHOMOTII
Ne2, M. IBaHO-®PpaHKIBCbK

3. | K.M.H. lebeab K.M.
KomyHaslbHe ~ HekomepuiiHe  NigNpueEMCTBO  «XepCOHCbKa  MiCbka  KIiHiYHA  NikapHsA
iM. €.€. Kapabenela» XepcoHCLKOI MICbKOI paaun, nyibMOTEpPaneBTUYHE BiAAiNIeHHS, M. XepPCOH

4. | K.M.H. MpumyLiko H.A.
JepxaBHa ycTaHoBa «HauioHa/bHUA HCTUTYT hTudiatpii i nynbmoHonorii im. ®.I. AHOBCLKOro
HauioHanbHOT akagemii MeANYHUX HayK YKpaiHu», BigAiNeHHs ny/ibMOHONOrI, M. KuiB

5. ««PaHgomizoBaHe, 3 NOABIAHON iMITALIED Ta 3 aKTUBHUM KOHTponeM A/ nigéopy A03n, noagiliHe cnine
OOCniMpKeHHS y naujieHTiB 3 pedhtokc-e3oharitom ctyneHs C abo D 3a Jloc-AHQpKeNnecbKo Knacudikauieto, a
TaKoX Yy NauieHTIB 3 MPUMHaMHI 4YacTKOBMMM cUMMTOMamu pediitokc-e3odarity, ane 6e3 3aroeHHs 3a
pe3ynbTatoM €HAOCKOMIYHOrO AOCAIMKEHHA MICAA OTPUMaHHA HUMMK 8-TUXKHEBOTO KYPCY 3aroloBasibHOI
CTaHAapTHOI Tepanii iHribiTopom npoToHHoi nomnu (IMNM), 38419 BUBYEHHA 6e3neyHOCTi Ta NepeHoCUMOCTi
NiKyBaHHS, LUBUAKOCTI 3arot0BaHHs eposili nic/ia 3actocyBaHHA X842 ab6o naHconpasony NpoTArom 4 TUxHIB, a
TakoX XapakTepy 3MiH CUMMNTOMIB MPOTATOM HACTYMHOroO 4-TUXXHEBOTO nepioAy NiKyBaHHSA NaHCONPa30siom»,
koA pocnimpkeHHA CX842A2201, sepcia 1.0 Big 03 BepecHA 2020 poky., cnoHcop - «CiHknyc ®apma Al»,
Wsenuapis/ Cinclus Pharma AG, LUseiiuapis

®a3za - Il

3aaBHuK - TOB «MAPEKCE/ YkpaiHa»

Ne M.1.6. BignoBigabHOro AocnigHMka

n/n HasBa micus npoBeAeHHs KMiHIYHOro BUNPOGYBaHHSA

1 Nikap LlapnHHa H.IT.
MegnuHmnii ueHTp «Ok! KniHik+» ToBapucTBa 3 OOMEXEHOK BiAnoBigasibHICTIO «MiKHapoaHuii
IHCTUTYT  KNIHIYHWUX  JOCNifpKeHb», BiA4iN racTpoeHTeposiorii Ta renaTonorii  crauioHapHOro
BigAi1eHHs, M. KuiB

2 O.M.H. JleByeHko O.M.
KomyHanbHe HekoMmepuiitHe nignpuemctBo «Opecbka o6nacHa KhiHiyHa nikapHa» Opecbkol
06n1acHOI paan, NonikNiHiYHe BigaineHHsa, M. Ofgeca

3 O.M.H. TonosyeHko O.I.

MeanyHWii LEHTP TOBapMCTBa 3 0OMEXEHOL0 BifMnoBigasibHICTIO «Xenc KiHik», MeanyHuii KniHiYHWi
AOCNIAHNLBKNIA LEHTP, BiAA4i racTpOEHTEPOSIOrNiT, renatosiorii Ta eHA0KPUHOAOTT, M. BiHHMUS




Nikap Piwko A.®.
KomyHanbHe HekoMepujliHe nignpuemMcTBo «3akapnarcbka obnacHa kiiHiuHa nikapHs imeHi AHApis
HoBaka» 3akapnaTcbkoi 06/1aCHOI pagu, raCTPOeHTEPOIorivYHe BiAAINEHHS, M. YXXropop,

5 K.M.H. TomawukeBuny I.1.
KomyHanbHe HekoMepuiiiHe MigNPUMEMCTBO  «BiHHMUbKA Micbka K/iHiYHA nikapHa  Nol»,
racTpoeHTeposIoriyHe BigdineHHs, M. BiHHMUA

6 K.M.H. OniliHuk O.1.

KomyHanbHe HekomepuiiHe nignpuemctBo «Micbka nikapHa Ne6» 3anopi3bkoi MiCbkoi pagu,
racTPOEHTEPOsIOriYHe BigaiNneHHs, M. 3anopixoks

6. «PaHgomizoBaHe, noAgiiHe crine, nnauebo- KOHTPOSIbOBaHe JOCAiIMKEHHS ha3u Il gnsa ouiHkm edhekTiB
npenapaty RO6889450 (PanMiTapoHT) y NauieHTIB i3 Wm3opeHieto abo 3 Wn3oad)ekTUBHUM po31afoM Ta
HeraTMBHUMU cuMnTOMaMu» , KoA, gocnigpkeHHs BP40283, sepcia 5 Big 15 BepecHsa 2020 p., cnoHcop - .
XodhdpmaHH-J1a Pow fita, Weenuapisa (F. Hoffmann-La Roche Ltd, Switzerland)

®a3za - Il

3asBHUK - ToBapucTeo 3 ObmexeHow BignosiganbHicTio «KoHTpakTHO-AocnigHnubka OpraHizauis
IHHOGhapM-YKpaiHa»

Ne M.l.6. BignoBigabHOro AocnigHmka

n/n Ha3Ba MicLs NpoBeAeHHS K/1iHIYHOro BUNPOBYBaHHS

1 ron. nikap Manamapuyk N.B.
KomyHanbHe HekomepujiiiHe nignpueMcTBO «XepCOoHCbKuii obnacHuii  3aknafg 3 HajaHHsA
ncuxiaTpuyHoT f0NoMorm» XepCoHCbKOI 06/1acHOT paau, YooBide ncuxiatpuyHe BigaineHHsa Ne3 Ta
XiHoye ncuxiatpnuHe BigaineHHa NelO, c. CtenaHiBka, M. XepcoH

2 4.M.H. Mopos C.M.
KomyHasibHe nignpueMcTBO «[HiNnponeTpoBCcbka o6s1acHa KiiHiYHa nikapHa iM. 1.1, MeyHukoBa»
[HinponeTpoBCcbKOi 06nacHoi pagu», O6nacHWii LEHTP NCMXOCOMaTUYHUX po3NnafiB Ha 6asi
NCUXOHEBPO/IOriYHOro BigAiNeHHsa, M. IHINpo

3 K.M.H. CepebpeHHikoBa O.A.
KomyHasibHe HekomepuiiiHe nignpuemMcTBO «BiHHMUBbKA o0611acHa KiHiYHAa MCUXOHEBPOSIOTivyHA
nikapHa iM. akag. O.l. HOweHka BiHHMUBKOT o6nacHoi Pagum», 3miwaHe (4osioBive Ta XXiHoue)
BigaineHHs Ne2, M. BiHHMUSA

4 0.M.H. MenbHuK E.B.
KoMyHasibHEe HekomepujiiiHe nigpnemMcTBo «OAecbknii 061aCHUA MEANYHUA LEHTP MCUXIYHOro
3[10p0B s» Ofecbkoi 0b6nacHoi pagn, BigaineHHs Ne6 (yonosiye), Nel2 (xiHoye), M. Ofeca

7. PaHgowmizoBaHe nogpiliHe cnine gocnimpkeHHs ha3n 3 eHkopadpeHiGy Ta GiHiIMeTiHIOy B noegHaHHi 3
nembponizymabomM y NopiBHAHHI 40 nnauebo B NoegHaHHI 3 NeM6ponizymaboMm y nauieHTiB i3 MeTacTaTUyHo
abo HeonepabenbHOKW MICLEBO MOLUMPEHOID MENaHOMOK, NO3MTKMBHOW A0 MyTauin BRAF V600E/K», kog
pocnigxeHHa C4221016, octaTouHa Bepcis npotokony Big 13 xoBTHA 2020 p., cnoHcop - Mdaiizep IHk., CLUA
®a3za - Il

3anBHuK - Mdpansep IHk., CLUA

No M.1.B. BignoBiganbHOro gocnigHuka,
n/n Ha3Ba micLs NpoBeAEeHHS K/1iHIYHOrO BUNPOBYBaHHS
1 K.M.H. Hedpbdpa M.1O.
KoMyHasilbHEe HekomepujiiiHe nigNPUEMCTBO XapkiBCbkOi 06/1acHoi pagn «O6MAaCHUA KNiHIYHWIA
creuianizoBaHnii aucnaHcep pagiauiiHoro 3axmMcTy HaCeNeHHsl», XipypriyHe BigAdiNEeHHs 3
OHKO/1OTIYHMMU IDKKaMK, M. XapkiB
2 O.M.H., npod. AyaHiyeHko O.C.
JepxaBHa ycTaHoBa «IHCTUTYT 3arasibHOI Ta HeBigknagHoi Xipyprii imeHi B.T. 3aiiuesa
HauioHanbHOT akagemii MeanyHUX Hayk YKpaiHu», BigaineHHs THiiHOT Xxipypril Ha 25 nixok 3
nasiaTo iIHTEHCMBHOI Tepanii Ha 6 /1KoK, XapkiBcbka MeAnyHa akagemis nicnsguniaoMHoOl OCBITH,
Kadheapa OHKONOrITl Ta ANTAYOI OHKONOTIT, M. XapkiB
3 K.M.H. Pucnaesa [.E.
JlikyBaU1bHO-AjarHOCTUYHWIA LLeHTP ToBapuCTBa 3 0OMEXEHOW BiAMOBIAa/IbHICTIO «Megikc-peit
IHTepHewwHn Mpyn» JlikapHA i3painbebkoi oHkoNorii «LISOD», BigAiNeHHS KIIHIYHUX Ta HayKOBUX
JocnimxkeHb, ¢. MnwTtn, Kuiscbka 061., O6YXiBCbKUiA p-H.
4 K.M.H. Fono6opoabko O.0.
KomyHasibHe HekomepujiiHe MigNPUEMCTBO «3anopi3bkuii PerioHasIbHUn MPOTUMYXIMHHUIA LIEHTP»




3anopisbkoi obnacHoi pagun, OHKOXiMiOTepaneBTMYHE BiAQINEHHA 3 AEeHHUM cTauioHapoMm,
M. 3anopixoks

5 O.M.H., npody. BoHaapeHko |.M.

KomyHasibHe HekomepuiiHe nignpuemMcTBo «Micbka KiHiyHa nikapHs Ned» [HINPOBCLKOT MiCbKOI
paau, XimioTepaneBTUYHE BiAfiNIEHHS 3 IEHHUM cTauioHapom, M. [IHinpo

6 O.M.H., npod). Yewyk B.€.

KomyHanbHe HekomepLiiHe nignpvemcTBo «KuiBCbka Micbka KiHiYHa nikapHs Ne2» BUKOHaBYOro
opraHy KuiBcbkoi MiCbKoi pagy (KUIBCbKOT MICLKOT AepaBHOT agMiHicTpauir), ximioTepaneBTU4He
BigAiNEeHHs fIeHHOro nepebyBaHHs, M. Kuis

7 K.M.H. KykyLikiHa M.M.
HauioHanbHWiA IHCTUTYT paky, Big4ineHHs OHKoopToneail, NyX/INH LWKIPK Ta M'AKNX TKaHWH, M. KniB
8 A.M.H. Wampaii B.A.

KomyHaslbHe HekoMepLjiiiHe nignpueMCTBO  «loAiNbCbkniA  perioHasIbHUA  LUEHTP  OHKOAOTii
BiHHVLbKOT 061acHOi Paan», XimioTepaneBTUYHe Big4iNeHHs, M. BiHHMUA

9 nikap Opo6Hep I.I'.

KomyHanbHe HekomepLiiiHe NignprMeMCTBO «XMeNbHULLKUA 061acHUA NPOTUNYXUHHWUIA LEHTP»
XMesbHULLKOT 061acHOT paau, BiAAiNneHHA HOBOYTBOPEHb rPYAHOT 3a/103U, LLKIPW, M'AKUX TKaHWH Ta
KICTOK, M. XMe/IbHULbKNiA

8. «PaHgomizoBaHe, noggiiHe cnine gocnigpkeHHs |l a3y nem6ponisymady (MK-3475) y kombGiHauii 3
eH3a/lyTaMiAoM MOPIBHAHO 3 eH3a/lyTamigom 3 nnauebo y ydyacHUKIB 3 MeTacTaTMyHMM KacTpauiiHo-
Pe3NCTEHTHMM pakom nepeamixypoBoi 3ano3n (MCRPC) (KEYNOTE-641)», kog gocnigxeHHs MK-3475-641,
Bepcis 3 iHkopnopoBaHoto nonpaskoto 04 Big 11 rpyaHsa 2020 poky, cnoHcop - «Mepk Wapn eHg Joym Kopn.»,
AodipHe nignpmemcTtBo «Mepk eHpg Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co.,
Inc., USA)

®a3za - Il

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

Ne MM.1.6. BigNoBigaLHOro gocigHuKa

n/n Ha3Ba Micug NpoBeAEeHHSA K/iHIYHOro BUNPOBGYBaHHS

1 nikap ouynsk A.B.

KomyHasibHe HekoMepLUiiiHe nignprueMcTBo «O61acHa KiHiYHa nikapHA IBaHo-PpaHKiBCbKOT 061acHOi
paaun», BigAineHHs yponorii, M. IBaHO-®paHKiBCbK

2 nikap 3BoHapboBa H.I".

KomyHaslbHE MiANPUEMCTBO  «[JHINPOBCbKMIA 06MACHWIA  KAIHIYHWIA  OHKOMOTIYHWI  gucnaHcep»
JHiNponeTpoBCbKOi 061aCHOT paam», OHKOXiMiOTepaneBTUYHe BigdineHHs, M. [HInpo

3 O.M.H., npody. KpuxaHiscbka A.€.

KomyHasibHe HekoMepLjiiiHe NignpruemMcTBO «prKapnaTCbKUA KNiHIYHWI OHKOOTIYHWIA LEeHTP IBaHoO-
®paHkKiBCbKOT 06/1aCHOT paan», BiALIIEHHS AEHHOro cTauioHapy, |BaHO-PpaHKIBCbKWI HaLiOHa TbHWIA
MeANYHNI YHIBEPCUTET, Kadpeapa OHKOOrii, M. |IBaHO-PpaHKIiBCbK

4 3aB. Big. HanbaHasH T.A.

KoMyHanlbHEe HekoMepuiiiHe nignpueMcTBo  «OBGNACHUA LEHTP  OHKOJOTii», OHKOYPOOriYHe
BigAineHHsi, M. XapkiB

5 aupekrtop MNapavoHoB B.B.

KomyHanilbHe HekoMepuiiHe nianpueMcTBO «Yepkacbkuii 06M1acHMIA  OHKOMOTIYHWIA - AMcnaHcep
Uepkacbkoi ob6nacHoi pagu», O6nacHuiA LEeHTP KiHIYHOT OHKOMOriT (OHKOXiMiOTepaneBTUYHWIA),
M. Yepkacu

6 K.M.H. Pucnaesa [1.E.

JlikyBa/IbHO-AjarHOCTUYHWIA  LEeHTP ToBapucTBa 3 OOGMEXEHOW BiAnoBiganbHICTIO «Megikc-peii
IHTepHewHn Fpyn» JlikapHA i3painbebkol oHkonorii «LISOD», BigAineHHA KAIHIYHUX Ta HayKoBUX
JocnimxkeHb, ¢. MnwTn, Kuiscbka 061., O6YXiBCbKUiA p-H.

7 K.M.H. Cakano A.B.

KomyHanbHe HekomepuiliHe nignpueMcTBO «KWMIBCbKUI MICbKWIA K/TIHIYHWIA OHKOMOTMYHWUIA LEeHTP»
BMKOHABYOro opraHy KuiBcbKoi MicbKol paan (KWUIBCbKOI MICbKOI AepxaBHOl agMiHicTpauii),
yponoriyHe BigfineHHs, [lepxaBHa yctaHoBa «IHCTUTYT yponorii HauioHanbHOT akagemii MeanyHnx
HayK YKpaiHv», Biafis1 oHKoyponorii, M. Kuis

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

KomyHasibHe MignprMeMCTBO «/[IHINponeTpoBcbka obnacHa KhiHiYHa nikapHs im. |1, MeuHukoBa»
[JHinponeTpoBCbKOi 06nacHOi paau», BiagineHHa yponorii Ne2 (OHKO/OrivHe), [epxaBHuiA 3aknag,
«[JHiNnponeTpoBCcbka MeguuHa akagemis MiHicTepcTBa OXOpPOHM 340POB’S YKpaiHu», kKadeapa
yponorii, M. JHInpo




9. OHoBneHuii NpoTOKO/N 3 nonpaBkoio 4, Bepcia 6 Big 16.12.2020 p.; Bpowypa pocnigHuka
JNJ-67896062 (Macitentan), BugaHHsa 18, Big 04.12.2020 p.; IHdopmauia ana nauieHTa Ta Popma
iHcbopmoBaHOi 3roau — MNpoTokon 67896062CTP3001, Bepcif 4.0 ykpaiHCLKOIO MOBOIO ANA YKpalHu Big,
11.03.2021 p.; IHcbopmauia p[na  naudieHta Ta Popma iHopmoBaHoi 3rogu - [MpoTokon
67896062CTP3001, Bepcia 4.0 pociiicbkolo MoBOO ansa Ykpainu Big 11.03.2021 p. fo npoOTOKOy
KMIHIYHOTO JocnipkeHHs «[lpocnekTuBHE, paH4oMi30BaHe, MOABiHe cnine, GaraTtoueHTpoBe, nnauebo
KOHTpPO/IbOBaHe, B MapasiefibHUX rpynax, agantuBHe K/iHiYHe pAocnimpkeHHs 3-i hasm 3 Bigkputum
NPOAOBXEHHAM A/151 OLiHKM eddeKTUBHOCTI Ta 6e3Me4YHOCTi MauiTeHTaHy 75 Mr npu Heonepab6enbHin abo
CTIMKIA |/ peunmanByrOMili  XPOHIYHIA  TPOMOGOEMOONIUHIN  NereHeBili rinepTeHsii», Koa  AO0CMiAKEHHSs
67896062CTP3001, 3 nonpaBkoto Amendment 3, Bepcia 5 Big 05.08.2020 p.; cnoHcop - «AHCCEH
SAPMALIEBTUKA HB», benbris

3asBHUK - «AHCCEH ®APMALIEBTVKA HB>», Benbris

10. 3anyyeHHs1 Ha3BU OOCNiAKYBaHOro nikapcbKoro sacody ComarporoH ansa MOD-4023; OHOB/eHi
po3ainu sAKkocTi fikapcbkoro npenapaty CoMaTporoH Ta MNPOMIDXHOIO NpPOAYKTY JliKapCbKOro
npenaparty y Jocb€e AoCnimKyBaHOro nikapcbkoro 3aco6y, Big 12 »xoBTHA 2020 (AK 3a3HA4YeHO B
cucrtemi Veeva, VV-TMF-188059, Bepcis 1.0 Big 29 nuctonaga 2020), aHr1iicbKOK MOBOI [0 NPOTOKOJTY
KNiHIYHOro BMNPOOYBaHHSA «[OC/MiMKEHHST 6e3Mnekn Ta NowyK onNTUMasibHOT A03M, NPV BUKOPUCTAHHI Pi3HUX
[030BKX piBHIB MOD-4023 B NOPIBHAHHI 3i CTaHAAPTHOK WOAEHHO Tepanieto p-nlr3 y npenybepTaTHuX gitei
3 gediynuTom ropMOoHy 3pocTy», Koa gocnigkeHHs CP-4-004, Monpaska Ne9 go npotokony, VV-TMF-53886,
Bepcis 1.0, Big 12-oBTHA-2017; cnoHcop - OPKO Biologics Ltd., (OMNKO bionogxukc Mta), 13pains

3aaBHUK - AKuensciops /114, YropwuHa

11. CKpiHWOTN e/IeKTPOHHOrO WoaeHHUKa nauieHTa (eCOA Screen report), Bepcisi 4.0 yKpaiHCbKOIO Ta
pociiicbkolo moBamu; [locbe gocnigKkyBaHOro nikapcbkoro 3aco6y Linaclotide, Bepcis 2.0 Big nunHa
2020 p.; 3anpoBamKeHHs1 AoJAaTKOBUX BUPOGHUKIB ana Linaclotide (niHaknoTtug), 72 mkr, TBepAi
kancynul nnaye6o: AbbVie Inc. 1 N Waukegan Rd, North Chicago, IL 60064, USA; AbbVie Deutschland
GmbH & Co. KG., Knollstrasse, Ludwigshafen, 67061, Germany; 3miHa Ha3BU 3afABHMKA KNiHIYHOro
BUNpo6yBaHHA 3 TOB «IHC Pecepu YkpaiHa» Ha TOB «CiHeoc Xenc YKpaiHa» [0 MPOTOKOY KAiHIYHOro
AocnimpkeHHs1 «baraToueHTpoBe, paHAoMi3oBaHe, NnoAgiliHe cnine, nnauebo-KOHTPOsibOBaHE AOCAIAKEHHS
hasn 3 B NapanesibHUX rpynax 3 OLiHKM 6e3neyYyHOCTi N eeKTUBHOCTI NMiHAKNOTUAY npu nepopasibHOMy
3aCTOCyBaHHi y AliTeli Bikom 6—17 pokiB, WO CTpaXAalTb Ha oyHKUiOHaUTbHWIA 3anop (P3)» , koA, A0CiAKEHHS
LIN-MD-64, sepcisa EU-3 Big 08 cepnHsa 2020 p.; cnoHcop - Allergan Ltd., United Kingdom

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

12. OHoBneHuii Mpotokon pgocnipxeHHa ARGX-113-1803, ciHanbHa Bepcis npoTokony 6.0 Big 22
rpygHa 2020 p. adrniiicbkolo moBoio; OHoBneHa Bbpowypa pocnigHuka Edrapturivog ARGX-113,
Bepcis 9.0 Big 27 nuctonaga 2020 p., aHr1iicbKO MOBOLO; IHhopmauiiiHuii nncToK naudieHTa i dopma
iHdhopMoBaHoi 3roau, mavictep-Bepcia 5.0 Big 22 rpygHa 2020 p., Bepcia gnsa YkpaiHum 3.0 Big 13 ciuHA
2021 p., YKpAIHCbKOIO, POCIAICbKOI Ta aHrniiicbkoio mMoBamu; IHphopmMauiiHMA NMUCTOK nauieHTa i
®dopma iHhopmoBaHOi 3roau ANA A0[aTKOBOro nepioay nikyBaHHsA, Bepcia 1.0 Big 22 rpygHsa 2020 p.,
octaTo4Ha Bepcifa gnsa Ykpaiiu 1.0 Big 13 ciuHA 2021 p., yKpPAiHCbKOKD, POCINCBLKOIO Ta aHr/iCbKO
MoBamMu; OHoBJeHe J0Cbe A0CNIAKYBAHOIO NikapcbKoro 3aco6y ARGX-113, KOHUEHTpAT A1 PO3UUHY
Ans iHdysiii (20 mrimn), Bepcis 6.2 Big 19 ntoToro 2021 p., aHrniicbKoto MoBOKO; OHOBeHa [leknapauis
YNOBHOBaXXeHOT 0COOM 3 AKOCTi ANA BUPOOHMKIB no npenapaty ARGX-113, Big 01 ntotoro 2021 poky,
aHrnificbKo MOBOIO; 3a/yueHHs1 HOBOT BUpoGHUUOI AainsHku: Fisher Clinical Services Inc., CnonyueHi
LWtatn Amepuku; 3pasok MapKyBaHHA AOCAiMKYBaHOro nikapcbkoro 3aco6y ARGX-113 (kopo6ka),
KOHLIEHTpaT A1 PO3UMHY AnsA iHdysiii, 20mrimn, Bepcia AGX2557PN41 Big 24 BepecHs 2020 p.,
YKpalHCbKOI0 MOBOI0; 3pa3oK MapKyBaHHs AOC/iAKyBaHOro nikapcbkoro saco6y ARGX-113 (dpnakoH),
KOHLIEHTpaT A/ pPO3uuHy Ansa iHdysiii, 20mrimn, Bepcia AGX2558PN41, Big 24 BepecHs 2020 p.,
yKpaiHCbKOlo MoBoto; Martepianu ans nauieHTtiB: 306paXeHHs HA60py nNpeaMeTiB 0COGMUCTOI FirieHu,
Bepcia Big 17 nuctonaga 2020 p., aHrNifCbKOKD MOBOK [0 MNPOTOKONY KIHIYHOrO AOC/iAKEHHS
«barartoueHTpoBe, BigKpuTe, 4OBrOCTPOKOBE AOCIMKEHHS 3-T ha3un A1 OLiHKM 6€e3NeYHOCTi Ta e(peKkTUBHOCTI
npenapaty ecdorapturimopg, (ARGX-113) 10 mr/kr AN BHYTPILLHbOBEHHOTO BBEAEHHS Y AOPOCUX NALEHTIB i3
NEePBUHHOK IMYHHOK TPOMOBOUUTONEHIE», Kog, AocnigkeHHs ARGX-113-1803, dhiHanbHa Bepcis NpoToKony
5.0 Big 14 cepniHa 2020 p.; cnoHcop - Argenx BVBA, Belgium/ ApxxeHkc BBBA, benbris

3asABHMK - TOB «KniHivHi gocnigpkeHHs AKoH», YkpaiHa



13. OHOB/EeHU NPOTOKON KNiHiYHOro Bunpo6yBaHHA GLPGO0555-CL-104, Bepcis 4.0, nonpaBka 3, Big,
26 noToro 2021 poKy, aHrnilicbKko MoBoOH; YacTvHa 1 IHchopmauiiiHuii nucTok nayieHTa, YactuHa 2
®dopma iHcpopmoBaHoi srogu (®I3), YactnHa 3 LopatkoBa iHchopmauisa ana YkpaiHu, sepcis 4.0
thiHanbHa Big 09 6epesHs 2021 Ha ocHOBI MalicTep Bepcii ®I3 aHrniiicbkotlo moBoto Bepcis 4.0 Big 26
noToro 2021 pokKy aHrfiicbKo Ta YKpaiHCbKol moBamu; flogatok go YactnHu 1 IHopmauiiHmii
NINCTOK nauieHTa, YactuHn 2 dopma iHcbopmoBaHoi sroau (PI3), Hactuuu 3 [loaaTkoBa iHthopmauis
ANnA YKpainu, Bepcifa 4.0 ciHanibHa Big 09 6epe3HA2021 Ha ocHOBI maiicTep Bepcii PI3 aHrnificbKoto
MoBolo Bepcia 4.0 Big 26 niotoro 2021 poOKy aHrAifiCbKOK Ta YKpaiHCbKO MoBamu; [locbe
[OocCnigpKyBaHOro nikapcbkoro 3aco6y GLPGO0555 (G096355) cycneHsia gna iHekuin, Bepcisa 4.0 Big 01
G6epe3Hsa 2021 p., aHrNilicbko MOBOI; BKnlouyeHHA HOBOro posyBaHHA 10 mr/mn gocnigKyBaHOro
nikapcbkoro 3aco6y GLPG0555 (G096355; G096355 mikpo/HaHO cycneHsis; SUB31622) cycneHsisa gns
BHYTPIilLHbOCYrNno6oBoro BeefeHHA (2,4 mn y cinakoHi mictkicTio 3 M); TUNOBUIA TEKCT €TUKETKU
MapKyBaHHS NEepPBUHHOI, BTOPUHHOI YNaKOBKU Ta BigpUBHOI €TUKETKU Ha KapTOHHiii Kopooui ans
pocnipkysaHoro npenapaty cycneHsii GLPG0555 pans BHYTPilWWHbOCYr/1060BOro BBEeAEHHA LWO
mictTutb npenapar G096355 B KoHUeHTpauii 10 mr/mn a6o nnauye6o, Bepcia 1.0 Big 15 ntotoro 2021,
YKpalHCbLKOI0 MOBOIO; 306i/bLIeHHA KifIbKOCTi nauieHTiB B YKpaiHi 3 40 ao 50 oci6, fki 6patumyTb
yyacTb Y KMiHiYHOMY BUNpPoOOGyBaHHi B YKpalHi [0 MPOTOKONY K/iHIYHOrO AocnigkeHHA «[lolykose,
paHgoMi3oBaHe, MoAgiiiHe chnine, niauebo-KOHTPO/IbOBaHe, 6GaraTOUEHTPOBE LOCMIMKEHHS ANS OUiHKM
6€e3MeyYHOCTi, NepeHOCUMOoCTi, hapmMakoKiHETUKM | papmakognHaMmikn npenapaTty GLPGO0555 npu ioro
OLHOKPaTHOMY BBEAEHHI BHYTPILUHLOCYI/1060BO Y [OPOC/ANX OCI6 3 NEPBUHHMM OCTEOAPTPUTOM KOIHHOIO
cyrnoba», kog gocnimkeHHs GLPG0555-CL-104, Bepcis 3.0, nonpaska 2, Big 04 cepnHsi 2020 poKy; COHCOop -
Galapagos NV, Belgium/ F'ananaroc HB, benbris

3aaBHuK - TOB «APEHCIA EKCITJTOPATOPI MEAICIH», YkpaiHa

14. MpoTtokon CP-4-006 - Jluct npo agmiHicTpatuBHi 3MiHM Ao npotokony Big 31 cepnHa 2020 p.
(MOD-4023 | CP-4-006 | CP-4-006 J/iucT npo agmiHicTpaTtuBHi 3MiHM o npoTtokony VV-TMF-182728 |
Bepcisa 2.0 Big 01 BepecHs 2020 p.); Mpotokon CP-4-006 — JIUCT 2 Npo aAgMiHiCTpaTUBHI 3MiHU A0
npotokony BiA 17 ntotoro 2021 p. (MOD-4023 | CP-4-006 | CP-4-006 J/IucTt 2 npo agMiHiCTpaTUBHi 3MiHU
Ao npotokony VV-TMF-193242 | Bepcia 1.0 Big 17 niotoro 2021 p.); CP-4-006 MNnaH Ha BUNagokK
HaZ3BMYaHMX CUTYyaLiid ANA NiKkyBaHHA NayieHTiB nig yac naHgemii COVID-19 (MOD-4023 | CP-4-006 |
CP-4-006_LT-OLE MnaH Ha BUNAAoOK Hag3BUYAlHUX cuTyauiidi gna NikyBaHHA nauieHTIB nig uyac
naHgemii COVID-19 VV-TMF -175392 | Bepcis 2.0 Big 03 BepecHs 2020 p.); Monpaska go IMPD Big 12
XOBTHA 2020 p. (MOD-4023 | CP-4-004 CP-4-006 | IMPD_M-Cresol SA (GC2K) MonpaBka_EU VV-
TMF-188059 | Bepcisa 1.0 Big 29 nuctonaga 2020 p.); 3MiHa Ha3BM MicLb NMPOBEAEHHSA KI/iHIYHOrO
BUNPOOYBaHHA [0 MPOTOKONY KIHIYHOTO AOChigXeHHs «Bigkpute paHAomisoBaHe 6GaraToueHTpoBe
JocCnimpKeHHs a3 3, TpuBanicTio 12 MmicauiB, 3 OUIHKM e(eKTUBHOCTI Ta 6e3MeyYHOCTi 3acTOCyBaHHS
npenapaty MOD-4023 oauH pa3 Ha TXAeHb, Y NOPIBHAHHI 3 WOAEHHO Tepanieto F'eHoTponiHOM®, y aitein y
npenyéeptaTHOMY Bilj 3 AediuUMTOM rOPMOHY POCTY», KO focnimaxeHHss CP-4-006, Monpaska 2 Big, 06 TpaBHA
2018; cnoHcop - OMNKO Baonogxikc ITa. (OPKO Biologics Ltd.), 13painb

BYNO

CTANO

yneH-kop. HAMH Ykpainu g.m.H., npody. Apsies M.J1.
KomyHanbHa ycTtaHoBa «Ogfecbka o6nacHa
AVTAYa KNiHiYHa NikapHa», Big4ineHHa Hedhponorii 3
EHOOKPUHHUMK fbkkamn, Ofecbkuii HauioHabHWI
MeauyHuUiA  yHiBepcuTeT, kadpegpa negiatpii Nel,
M. Ogeca

uneH-kop. HAMH Ykpainu 4.m.H., npod., Apsies M.J1.
KomyHanbHe  HekomepuiiiHe  nignpuemMcTBO
«Opecbka obnacHa AuTaYa  KNiHiYHa  JliKapHAa»
OpecbKoi o6nacHoi pagu, BigaineHHs Hedyponorii
3 eHAOKPUHHUMU fibkKaMu, Of4eCbKUil HauiOHaUTbHNIA
MeOUYHUIA yHiBepcuTeT, kadegpa negiatpii Ne 1,
M. Ofgeca

O.M.H., npody. BnaceHko M.B.
BiHHULbKWI o6nacHuii KNiHIYHWIA
BMCOKOCMeLianizoBaHWii eHAOKPUHOMOTYHWIA LEHTP,

TepaneBTMYHe BigaineHHs Ne 1, BiHHULbKWIA
HauioHa/lbHUI ~ MeAMYHWI  YHIBEPCUTET  iMEHI
M.1. Muporosa, Kathegpa eHOOoKpUHonorii,
M. BiHHMLSA

O.M.H. npodp. BnaceHko M.B.

KomyHanbHe HeKoMepuiliHe nigNpueEMCTBO
«BiHHML KW obnacHui KNiHIYHWIA
BMCOKOCMeLiaNni3oBaHWUii eHAOKPUHOMOMIYHUIA LeHTP

BiHHMLUbKOT o6OnacHoi Papgu», TepaneBTU4He
BiggineHHs  Nel, BiHHWUbKWIA  HauUiOHasIbHWIA
Mean4HUA  yHiBepcuTeT iMeHi M.l. Tuporosa,

Kadpepa eHA0KpUHoorii, M. BiHHMUSA

3asBHUK - TOB «KLIP YkpaiHa»

15. OHoBneHui MpoTokon KhiHivHOro pocnigkeHHsa ARGX-113-1904, Bepcisa 2.0 Big 10 niotoro 2021
POKy, aHrnificbkoio MoOBOW; bBpowypa pgocnigHuka [OCAIHKYBAHOIO JliKApCbKOro 3acoly
Efgartigimod/ARGX-113, Bepcia 9.0 Big 27 nuctonaga 2020 poky, aHrnilicbkoo MoBo; Bpowypa
[OCnigHUKAa [oCcNigKyBaHOTO J/iKApCbKOro 3aco0y peKkoMGiHaHTHA nogcbka rianypoHigasza PH20
(rHuPH20), Bepcia 9.0 Big 08 ciuHa 2021 pokKy, aHrnilicbkolo MOBOIO; IHhopmauia AnA nauieHTa Ta
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thopma iHhopmMoBaHoi 3roau, Bepcis 2.0 gns YKpaiHyu aHrniicbKoo MOBOIO Big, 24 ntoToro 2021 poky;
IHbopMmauia ana nauieHta Ta chopma iHpopMoBaHoOI 3rogun, Bepcia 2.0 ana YKpaiHM YKpaiHCbKO
MoBolo Big 24 ntotoro 2021 poky; IHopMmauia ansa nauieHTa Ta oopma iHhopMoBaHoI 3roau, Bepcist
2.0 ansa YKpaiHu pociiicbkor MOBOLO Big 24 ntoToro 2021 poky; IHchopmauis Ta popma iHpopmoBaHOi
3roau Ha 36ip AaHWX NPO BariTHY NapTHEPKY yYacHUKA Ta HOBOHapo[KeHy AUTUHY, Bepcia 2.0 ana
YKpaiHu aHrfiiicbkoro MoBolo Big 21 notoro 2021 poky; IHchopmauis Ta chopma iHpopMoBaHoi 3rogn
Ha 36ip AaHMX NPO BariTHy NapTHEPKY y4YaCHUKA Ta HOBOHApPOKEHY AUTUHY, Bepcia 2.0 ana YKpaiHu
yKpaiHCbKOI0 MOBoOl1o Big 21 ntotoro 2021 poky; IHpopmauisa Ta coopma iHchopmoBaHOI 3rogu Ha 36ip
JaHuX Mpo BariTHy NapTHEpPKY YyyaCHUKa Ta HOBOHApPOMKeHYy AUTUHY, Bepcia 2.0 gna YKpaiHu
pocilicbkolo MoBoOLO Big, 21 ntotoro 2021 poky; Aopatok wono COVID-19 po IHcdhopmauii gnsa nauieHTa
Ta chopmu iHhopmoBaHoi 3rogu, Bepcia C2.1 ana YKpaiHM aHrnilicbkolo MoBoOHO Big 21 notoro 2021
poky; Aopaatok woao COVID-19 o IHchopmauii ana nauieHta t1a hopmu iHhopmoBaHoOiI 3roau, Bepcia
C2.1 pnAa YKpaiHu yKpalHCbKOO MOBOK Big 21 niotoro 2021 poky; AopaTok wopo COVID-19 ago
IHbopmauii ana nauieHta Ta popmm iHopmoBaHoi 3rogu, Bepcia C2.1 gnA YKpaiHM poCiiiCbKOLo
MoOBOI Bif 21 ntotoro 2021 poky; [ocbe AocnigKyBaHOro sikapcbkoro sacody ARGX-113 with
rHuPH20, po3uuH ansa nigwkipHux iH’ekuiin, Bepcia 3.1 Big 22 ciuHa 2021 poky, aHI1iACbKOIO MOBOIO;
Jocbe pocnipkxyBaHoro nikapcbkoro 3sacody ARGX-113 with rHuPH20, po3uuH ansa nigwkipHux
iH’ekuiid, nnaye6o, Po3gin 2.1.P, Bepcia 3.1 Big 22 ciuHA 2021 poKy, aHrIiiCbKO MOBOLO; JOChbE
pocnigkyBaHoro nikapcbkoro saco6y ARGX-113 with rHuPH20, po3unH ansa nigwkipHUX iH eKuii,
popatkn, Bepcia 3.1 Big 22 ciyHA 2021 poKy, aHIIACbKOK MOBOI; 3a/lydeHHA AO0AATKOBOIO
pocnipxyBaHoro nikapcbkoro sacooy ARGX-113 PH20 (Efgartigimod PH20 SC, Ecrapririmog PH20
ANnA nigwkipHoro BBeAeHHA, Edirapririmog PH20 SC, ARGX113 PH20, ARGX-113 with rHuPH20,
ARGX-113/rHUPH20 (Efgartigimod alfa)) 1 cpnakoH i3 6,5 mn ARGX-113 PH20, 180 mr/mn po3uunHy ansa
nigwKipHux iH’ekuiii. Bupo6Huku: Patheon Italia S.p.A, Italy; Lonza DPS AG, Switzerland; Fisher
Clinical Services GmbH, Germany; Fisher Clinical Services GmbH, Switzerland; Eurofins Lancaster
Laboratories Inc., USA; Quality Assistance SA, Belgium; 3anyuyeHHs [oaatkoBoro njiaue6o Ao
pocnipxysaHoro nikapcbkoro sacooy ARGX-113 PH20 (Efgartigimod PH20 SC, Ecrapririmog PH20
AnAa nigwkipHoro BBefeHHA, Edrapririvog PH20 SC, ARGX-113 with rHUPH20, ARGX-113/rHUPH20
(Efgartigimod alfa)), 1 cpnakoH i3 6,5 Mn posunHy Ans nigwkipHuX iH’ekuiin. BupooHukn: Patheon Italia
S.p.A, Italy; Lonza DPS AG, Switzerland; Fisher Clinical Services GmbH, Germany; Fisher Clinical
Services GmbH, Switzerland; Eurofins Lancaster Laboratories Inc., USA; Quality Assistance SA,
Belgium; 3pasok mapkyBaHHA AOCNigKyBaHOro nikapcbkoro saco6y ARGX-113 PH20 180mr/mn,
poO3uMH [NA NigwkKipHMX iH’eKuiii a6o nnaue6o ana ¢nakoHy, Big 05 nuctonaga 2020 poky,
YKpPAiHCbKOIO MOBOIO; 3pa3oK MapKyBaHHA AOCAiAKyBaHOro nikapcbkoro saco6y ARGX-113 PH20
180Mr/mn, po3unH gnA NigKipHUX iH’eKuiin a6o nnaue6o ansa Kopooku, Big 05 nuctonaga 2020 poky,
YKpaiHCbKOI0 MOBOIO; 3aJ/lydeHHS A0[aTKOBOI BUPOGHMUOI AiNAHKN [AOCAIAKYBAHOIO JliKAPCbKOro
3aco6y ARGX-113/rHuPH20, 165 mr/imn po3uuvHy Ans NigWKipHUX iHEKUii Ta BignoeigHoro omy
nnauye6o Ta pocnigkyBaHoOro nikapcbkoro 3acooy ARGX-113/rHuPH20, 180 mr/mn po3unHy Ans
nigwkipHUX iH’ekuii Ta BignosigHoro oMy nnaue6o Fisher Clinical Services, USA; MNMoaoBxeHHs
TepMiHy NpuAaaTHOCTI AocnimKyBaHoro nikapcbkoro 3aco6y Efgartigimod PH20 SC, Ecdprapririmog,
PH20 pnsa nigwkipHoro BBegeHHs, Edprapririmog PH20 SC, ARGX113 PH20, ARGX-113 with rHuPH20,
ARGX-113/rHuPH20 (Efgartigimod alfa) po3unHy ansa nigwkipHux in’ekuiii 165 mrimn Ta BignosigHoro
iomy nnaue6o, y cnakoHi, Ao 24 micsAuiB; argenx BV_ARGX-113-1904 ADDRESS_ 6poliypa_Bep.
3_R1 15 nwTtoro 2021 p., YyKpaiHCbkolo MoBOK; argenx BV_ARGX-113-1904 ADDRESS_
6powypa_Bep. 3_R1_15 notoro 2021 p., pociiicbkolo MoBOIO; argenx BV_ARGX-113-1904_ADDRESS _
nuet naudieHty_Bep. 3_R1_15 nwTtoro 2021p., yKpaiHCbKOO MoBolo; argenx BV_ARGX-113-
1904_ADDRESS_ nuct nauieHty_Bep. 3_R1_15 niTtoro 2021 p., pOCIiliCbKOKO MOBOI; argenx
BV_ARGX-113-1904_ADDRESS_ nucTtiBKka gns nayieHta_ep. 3_R1_15 ntoTtoro 2021 p., yKpaiHCbLKOIO
MoBolo; argenx BV_ARGX-113-1904 ADDRESS_ nucrtiBka gns nauieHta_sep. 3_R1_15 niotoro 2021
p., pociiicbkolo MoBow; argenx BV_ARGX-113-1904 ADDRESS_ wa6noH iHcopmauiiiHoro
6toneteHs_gep. 3_R1 15 niotoro 2021 p., nepeknap yKpaiHCbKOIO MOBOIO; argenx BV_ARGX-113-
1904 _ADDRESS_ wa6noH iHopmauiiiHoro GtoneteHsi_Bep. 3_R1_15 ntoTtoro 2021 p., nepeknag,
pociiicbkolo moBoto; ARGX-113-1904, 3pa3oK nucTa nikapesi 3aranibHoro npodinto, Bepcis 3.0 Big 04
moTtoro 2021p., aHrniiicbkoo MoBo; ARGX-113-1904, 3pa3ok incTa fikapeBsi 3arajibHOro npodinto,
Bepcia 3.0 Big 04 nwoToro 2021p., nepeknap yKpaiHCbKOW MoOBoOW; argenx BV_ARGX-113-
1904_ADDRESS_ kaneHgap BisuTiB_Bep. 3_R2_18 nwoTtoro 2021 p., yKpaiHCbKOIO MOBOIO; argenx
BV_ARGX-113-1904_ADDRESS_ kaneHgap BisutiB_Bep. 3_R2 18 niTtoro 2021 p., pOCiliCbKOIO
MOBOIO; argenx BV_ARGX-113-1904_ADDRESS _ KapTka Kputepiis BKJ/TIOUEHHS
BUK/MOYEeHHA_V3_R2_18 nwTtoro 2021 p., YKpaiHCbKO MoOBOH; argenx BV_ARGX-113-
1904_ADDRESS_ KapTka KpuTepiiB BK/IlOUEeHHS BUKOUeHHAA_V3_R2_18 nwToro 2021 p., pocilicbKoto
MoBOt0; ARGX-113-1904 3pa3oK HanpaB/ieHHA Ao nikapa_v2.0_15 nwoTtoro 2021 p., yKpaiHCbLKOIO
MoBolo; ARGX-113-1904 3pa3oK HanpaB/ieHHA Ao nikapsa_v2.0_15 nwTtoro 2021 p., pociiicbKoto
MoBoto; Bmict nporpamu ansa cmaptdoHa nauieHTa, Bepcifa 1.1 Big 04 niotoro 2021 p., yKpaiHCbKOIO
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MoBoOlo; BmicT gogartky ans cmaptdoHa nauieHta, Bepcisa 1.1 Big 04 notoro 2021 p., pociliicbKoro
MOBOI0; 3pa3ku HaragyBaHb nauieHTy y goaatky_ TG Reminder Content, Bepcis 1.1 Big 04 ntotoro 2021
p., YKpAIHCbKOIO MOBOIO; 3pa3ku HaragyBaHb nauieHTy y goaatky TG Reminder Content, Bepcis 1.1
Big 04 niotoro 2021 p., pocificbKOl0O MOBOLO; 3pasKyn KOPOTKMX TEKCTOBUX MNOBigoMneHb (SMS)
HaragyBaHb nauieHTy_TG Reminder Content, Bepcis 1.1 Big 04 niotoro 2021 p., yKpaiHCbKOIO MOBOIO;
3pas3km KOPpOTKUX TeKCTOBUX NoBigoMmneHb (SMS) HaragyBaHb nauieHTy TG Reminder Content, Bepcis
1.1 Big 04 noToro 2021 p., pocilicbKOI0 MOBOIO A0 NPOTOKO/TY K/TIHIYHOrO AOCNioKeHHS «PaHgomizoBaHe,
noAgiiHe cnine nayeb0-KOHTPO/IbOBAHE AOCAIMKEHHA A/19 OUiHKM  edekTMBHOCTI, 6e3neyHocTi Ta
nepeHocumocTi npenapaty Edprapririmog PH20 ans nigwkipHOro BBEAEHHS Yy AOPOC/MX MNalieHTiB 3
nyXmpyaTkoro (3BMyaiHo abo nuctonogioHow) (ADDRESS)», kog, aocnimkeHHss ARGX-113-1904, sepcisi 1.0
Big 22 nunHs 2020 poky; cnoHcop - apaxkeHke BB, benbrisa / argenx BV, Belgium

3asiBHUK - ToBapncTBO 3 OBMexeHot BignoiganbHicTio «KoHTpakTHO-AocnigHmubka OpraHisauis
IHHOhapM-YKpaiHa»

16. OHoBneHwuii MpoTokon kniHiuHOro BunNnpo6ysaHHA GLPG3970-CL-207, Bepcisa 6.0, MonpaBka 5 Big
04 Gepe3Hs 2021 poky, aHrjilicbkolo MoBolo; Jopatok 2.00 go Bpowypu gocnigHnka GLPG3970
(G1567970) Bepcii 2.0, Big 01 6epe3HA 2021 poky, aHriicbKoo MOBO; HYacTuHa 1, IHchbopmauisa gns
nauieHTa i oopma iHcpopmoBaHoi 3roaun, HactuHa 2, dopma iHpopmoBaHoi 3roau (PI3), HactuHa 3,
AopatkoBa iHchopmauif, ona YkpaiHu, Bepcifa 2.0 Big 09 6epe3Hsa 2021 p., Ha OCHOBiI MaiicTep-Bepcii
®DI3, Bepcis 4.0 Big 04 6epe3Hsa 2021 p., aHIINCbKOIO Ta YKpPAiHCbKOIO MoBamu; flogatok go YactmHa 1,
IHchopmaunia gna naugieHta i popma iHcpopmoBaHoi 3rogu, YactuHa 2, dopma iHthopmMoBaHOi 3roamn
(PI3), YacTtuHa 3, JoaaTtkoBa iHhopmauis, gnsa YKpaiHu, Bepcia 2.0 Big 09 6epe3Hs 2021 p., HA OCHOBI
Malictep-Bepcii ®I3, Bepcia 4.0 Big 04 6epe3Hs 2021 p., aHINIACbKOK Ta YKPAiHCbKOK MOBaMW;
MociGHUK i3 gocnimKeHHA AnA nayieHTa, Bepcis 03 Big 09 6epe3HA 2021 poKy, YKPAIHCbKOK MOBOIO [0
MPOTOKO/TY  KIIHIYHOTO  AOChifpKeHHs «PaHAomizoBaHe, MoAgiliHe cnine, nnaueb0-kOHTPO/IbOBaHe,
6araToLeHTpoBe AOCMNIMKEHHS A/15 OLiHKN ePEKTUBHOCTI, 6€3NeYHOCTi, NepeHOCUMOCTI, dapMaKOKIHETUKN i
hapmakognHamiku npenapaty GLPG3970 npu nepopasibHOMY 3aCTOCYBaHHi NPOTATOM 12 TUXHIB Y JOPOCNX
0Ci6 3 aKTMBHUM NEPBUHHUM cUHAPOMOM LLlerpeHa», koa gocnimkeHHsa GLPG3970-CL-207, sepcisa 1.0, Big 21
BepecHs 2020 poky; crnoHcop - Mananaroc HB (Fananaroc HB), Benbrisi/ Galapagos NV, Benbris

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

17. 3miHa Ha3BM Micusa NPOBeAEHHA K/iHIYUHOro BUNpoGyBaHHA Ta 3MiHa BignoBigasibHOro gocnigHuka
Yy Micui npoBeAeHHs KiHIYHOro BUNpoGyBaHHA; 3MiHa agpecu 3assBHMUKA K/iHIYHOroO BUNPOGYyBaHHA —
«E66Bi BiothapmacbloTikana I'm6X», LWBelyapia [0 NPOTOKOAY  KAiHIYHOTO  BMNPOOYBaHHS
«baratoueHTpoBe, paHA40MI30BaHe, NoABIViHe cnine AocnigpkKeHHs das3n 3, y SKOMY BUBYAETLCS GOpPTE30MIG
Ta flekcameTasoH y koMbiHauji 3 BeHeToknakcoM abo niauebo y nawieHTiB 3 peumaMBHO abo pepakTepHoo
MHOXMHHOIO MIi€NTIOMOIO 3 YYT/IMBICTIO A0 iHMiGITOPiB NpoTeacom abo y NauieHTiB, AKi He OTPUMYBaUIN NiKYBaHHSA
iHribiTopamy npoTeacom», kof AochimpkeHHsa M14-031, 3 iHKOpNopoBaHOK AAMIHICTPATUBHOK 3MiHOKW 1,
Monpaskoto 0.01 (Tinbkn ana ®paHuir), Micuesoto MonpaBkoto 1 ana AnoHil Ta FnobansHUMK Monpaskamu 1,
2,3,4,5, 6 1a7 Big 20 kBiTHA 2020 poky; cnoHcop - E66BI vk, CLUA / AbbVie Inc., USA

BY/10

CTAJIO

nikap Mununexko I.B.

KoMyHanbHuiA 3aknag «Yepkacbkuii o6racHuii
OHKOJIOTiYHMIA  AncnaHcep» Yepkacbkoi o61acHoi
Pagu, O6nacHwui NiKyBa/IbHO-AiarHOCTUYHO
remaTosioriyHnii LeHTp, M. Yepkacu

nikap Horaesa J1.1.
KomyHanbHe HeKomepuiliHe  nignpuemcTBoO
«Yepkacbkuin 06/1aCHWII OHKOJIOTIYHWIA gucnaHcep
YepkacbKoi obnacHoi pagu», O6nacHuit
NiKyBaNIbHO-AiarHOCTUYHWIA reMaTonoriyHuii
LeHTp, M. Yepkacu

BY/NO

CTAJIO

Helxocwitpacce 23, 6341 m. Baap, WBeiiyapis
(Neuhofstrasse 23, 6341 Baar, Switzerland)

Anbte LWTaHxaysepwTtpacce 14, 6330 Xam,
LWBeiiyapia (Alte Steinhauserstrasse 14, 6330
Cham, Switzerland)

3anBHuUK - «E66BI BiothapmacstoTikan3 TM6X», LLBeliuapis

18. Bk/1toUeHHA A0AATKOBUX MiCLib NPOBEAEHHA K/iHIYHOro BUNPOGYBaHHA [0 MPOTOKO/Y KMiHIYHOro
BMNpobyBaHHA «baraToueHTpoBe, paHAOMI30BaHe, NoABiiiHe cnine, nnaueb0-KOHTPOIbOBaHe AOC/iAKEHHS
iHAYKLiAHOT Tepanii Ana BYBYeHHS e(PeKTUBHOCTI Ta 6e3neyYHOCTi picaHKi3ymaoy y nauieHTiB 3 BUPa3KoBUM
KONITOM Bif, CepefHbOBaXKOT A0 BaXKKOi (DOPMU aKTMBHOCTI», ko4, AocnimkeHHs M16-067, iHKopnopoBaHuii
nonpaskamu 1, 2 Ta 3 Bif 01 »oBTHA 2020 poky; cnoHcop - AbbVie Inc., USA



Ne M.1.6. BignoBigasbHOro AocnigHvKa

n/n HasBa micus NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

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

KomyHanbHe HekomepLujliHe nignprmeMcTBo «KniBcbka Micbka KniHiuHa nikapHs Nel8» BMKOHaBYOro
opraHy KuiBcbKoi Micbkoi pagyn (KWIBCbKOI MICbKOI AepaBHOT afMiHicTpauil), npokTosioriyHe
BifAiIEHHSA, M. K1iB

2. nikap Norganigi T.1.

KomyHanbHe HekomepLiiHe nianpremcTBo KuiBcbkoi o6n1acHoi pagy «KniBcbka obacHa nikapHs»,
TepaneBTUYHe BiaaineHHs, M.KuiB

3. reHepanbHuUii gupektop Manuubka A.T.

KomyHaslbHe  HekomepuiiiHe  MANPUEMCTBO  «XEpCOHCbKA  MiCbka  K/iHIiYHA  NikapHs
iM. €.€.Kapabenelwa» XepCOHCbKOT MICbKOI paay, racTpoTepaneBTUyHe Bif4i/IeHHS, M. XepCOH
3anBHuK - «EB6BI BiothapmachkoTikan3 TM6X», LLseliLapisa

19. OronoleHHs1 Npo KniHiuHe gocnipxkeHHA (Press), Bepcia 1 Big 15 rpyaHa 2020 poKy yKpaiHCbKOIO
MoBOI0; OronoweHHA MNpo KhniHiuHe pocnigkeHHa (Press), Bepcia 1 Big 11 rpygHa 2020 poky
pocilicbkolo MmoBoto; Mnakar nNpo KniHiuHe gocnigpkeHHAa (Poster), Bepcia 1 Big 15 rpygHAa 2020 poky
YKpaiHCbKOI0 MOBOIO; MnakaTt npo KniHiuHe pgocnigxeHHsa (Poster), Bepcia 1 Big 11 rpyaHAa 2020 poky
pociiicbKkolo MoBoO1O; JIUCT [0 poauya a6o niknyBasibHMKa nauieHTa (Caregiver letter), Bepcis 1 Big, 15
rpyaHs 2020 poKy yKpalHCbKOl MoOBO; JlIUCT A0 poauya a6o niknyBasibHUKa nauieHTa (Caregiver
letter), Bepcia 1 Big 11 rpyaHAa 2020 poKy pocilicbKoto MoBoHo; IHhopmaLiiHa Gpoluypa A5 NalieHTa,
Bepcis 1 Big 15 rpyaHsa 2020 poky ykpaiHCbKOK MOBOHO; IH(hopmaLiiiiHa Gpolwypa AnsA nayieHTa, Bepcis
1 Big 11 rpyaHa 2020 poky pociiicbkoo MOBOIO; IHchopmalisi MPo HayKOBi K/iHIUHI AOCAIAKEeHHS,
Bepcia 1 Big 15 rpygHa 2020 poKy YyKpaiHCbKO0 MOBOI; IHopmauiss Npo HayKoBi KAMiHiUHI
pocnipkeHHs, Bepcia 1 Big 11 rpyaHa 2020 poky pocilicbkolo MoBoto; Mpouegypa OoTpUMaHHSA
iHcbopmMoBaHOi 3roau, Bepcif 1 Big 15 rpyaHa 2020 poky yKpaiHCbKO MOBOIO; Npoueaypa oTpUMaHHA
iHdbopMmoBaHoi 3rogu, Bepcia 1 Big 11 rpygHa 2020 poKy pociiicbkolo MOoBOto; BykneTt ansa nauieHra,
Bepcia 1 Big 15 rpyaHsa 2020 poky YKpaiHCbKOI MOBOIO; BykneTt gns nauieHTa, Bepcia 1 Big 11 rpyaHsa
2020 poky pociicbkolo mMoBolo; MpuKnag aHiMOBaAHOrO CLEHapilo OTPUMAHHA 3rogu nauieHTa Ha
KNiHiYHe focnif)KeHHs) aHrNnilicbkolo MOBOLO; AHIMOBaHUI cUeHapiii OTPUMaHHA 3rogu naudieHTa Ha
KniHiuHe gocnigxeHHs, Bepcia 2 Big 06 ciuHA 2021 poky yKpaiHCbKO MOBOLO; AHIMOBaHUii cLueHapii
OTPUMaHHA 3roAu nauieHTa Ha KniHiuHe gocnimkeHHs, Bepcia 2 Big 06 ciuHa 2021 poky pociiicbKoto
MoBo1o; MoCiGHUK i3 Bi3UTIB i 06CTEXEHb, NepeadadYeHuX focifmKeHHAM, Bepcisa 1 Big 15 rpyaHa 2020
POKY YKpaiHCbKOI0 MOBOIO; MNMOCiGHUK i3 BI3UTIB i 06CTeXeHb, NepeadavyeHnX AocnifKeHHAM, Bepcin 1
BiA 11 rpyaHa 2020 poKy pociiicbkolo MOBOIO; JTuct-nogska Ans nayieHrta, Bepcia 1 Big 15 rpyaHsa 2020
POKY YKpaiHCbKOIO MOBO10; JIuCcT-noAsAKa ansA nauieHTa, Bepcia 1 Big 11 rpyaHa 2020 poKy pociiicbKoo
MOBOI0; CKpiHWOTK onuTyBanbHUKa: UCSD-SOBQ (MeauuHwuii ueHTp yHiBepcuteTy KasichopHii B CaH-
Aiero (UCSD) Mporpama peaGinitauii npu xBopo6ax nereHis ONUTyBaJ/IbHUK OIS OLiHKU 3a4ULLIKN),
Bepcia 1.0 Big 04 ciuHA 2021 p. yKpaiHCbKOKO MOBOIO A1s YKpaiHu; TecT i3 6-XBUJIMHHOKO X0A4b60ot0 —
TUNOBI IHCTPYKUIT Ta Nif6aabopPOBaHHA YKPAIHCLKOIO MOBOLO; TeCT i3 6-XBUIMHHOIO XO4b06O0I0 — TUNOBI
iHCTPYKUiT Ta Nig6aaboplOBaHHA POCilicbKolo MoBoto; KapTka nauieHTa, Bepcis 3.0 Big 18 ntotoro 2021
p., aHrnificbkoo MoBolo; Kaptka nauieHTa, Bepcisa 3.0 Big 18 niotoro 2021 p. MepeknageHo Ha
YKpaiHCbKY MOBY Ansa YKpaiHu_22 ntoTtoro 2021 p.; KapTka nauieHTa, Bepcia 3.0 Big 18 ntotoro 2021 p.
MepeknageHo Ha pociicbKy MOBY AnsA YKpaiHu_22 ntotoro 2021 p.; 3anydyeHHA [0[AATKOBOro Micus
npoBefieHHs1 K/iHIYHOro BUMPOOGYBaHHA [0 MPOTOKO/Y KIIHIYHOTO [OCNigXeHHs «PaHgomizoBaHe,
noZgiiiHe cnine, Niaueb0-KOHTPOIbOBaHE AOCNIMKEHHS da3n 3 ANst OUiHKM edDEKTUBHOCTI Ta 6e3MeYHOoCTI
3actocyBaHHA PRM-151 y naujieHTiB 3 igionatnyHum nereHesum pibpo3om», kon focnimkeHHs WA42293,
Bepcisa 3 Big 13 nuctonaga 2020 poky; cnoHcop - «P. XodhdmaHH-/1a Pow 1Ta» [F. Hoffmann-La Roche Ltd.],
LIsenuapis

No M.1.6. BignoBiganbHOro gocnigHnkKa

n/n HasBa Micusi NnpoBefeHHS KIIHIYHOrO BUNPO6YBaHHS

1. | A.M.H., npocp. Cyuiko B.O.

JepxaBHa ycTtaHoBa «HauioHanbHuii HaykoBuin LleHTp PagiauiiiHoi MegnumHu HauioHasbHOT
Akagemii MeanuHux Hayk YkpaiHu» (HHLPM), BigaineHHs nynbMOHOMOrT Bigginy Tepanii
pagiauinHnX HacnigkiB IHCTUTYTY KAiHiYHOT pagionorii HHUPM, m. Knis

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

20. OHoBneHui MpoTokon KniHiuHoro gocnipkeHHs KAR-009, Bepcia 1.1 Big 23 nuctonaga 2020 p.;
3MiHa Ha3BM 3asiBHUKa KNiHiYHOro Bunpo6ysaHHA 3 TOB «IHC Pecepu YkpaiHa» Ha TOB «CiHeoc Xenc
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YkpaiHa»; OcHoBHa chopma iHchopmoBaHOi 3roau, Bepcisa 2.1.0 Big 24 noToro 2021 p. yKpaiHCbKOIO Ta
pocilicbkoto moBamu; laeHTUbiKaLiiiHa KapTKa naljieHTa Ta KapTKa A1 eKCTPeHUX cutyadiid, Bepcis 1.0
Bif 17 cepnHsa 2020 p. pociiicbkoro moBoto; MNepenik aHani3iB Ta 06¢cTeXEHb, Bepcia 1.1 Big 14 rpyaHa
2020 p. ykpaiHCbKOI Ta pociiicbkoto MoBamu; Bpolypa nauieHTa, Bepcia 1.1 Big 14 rpygHsa 2020 p.
YKpaiHCbKOL0 Ta pocilicbKotlo moBamu; MpuBiTanbHWUIA NUCT [0 NauieHTa, Bepcia 1.1 Big 14 rpyaHsa 2020
p. YKpaiHCbKOIO Ta pociiicbkolo moBamu; JIuct nikapa go nikaps, Bepcisa 1.0 Big 10 rpypHa 2020 p.
AHINIACBbKOIO Ta YKPAiHCbKOK MoBaMu; KOHTPONbHUI CNMCOK ANA aHalisy MeauYHUX KapT, Bepcia 1.1
Big 10 rpyaHA 2020 p. aHrNificbKOK Ta YKPAiHCbKOK MOBaMW [0 NPOTOKO/Y K/IHIYHOTO AOCIAKEHHS
«PaHpgomizoBaHe, noAgiliHe cnine, naauebo-KOHTPO/IbOBaHE bGaraToueHTpoBe AoChimkeHHA 3 dasu, sike
NpPOBOAMTLCA Y NapasiesibHNX rpynax 3 MeTOoH OLHKM eddeKTUBHOCTI Ta 6e3neku npenapaty KarXT y gopocnimx
nauieHTiB 3 WM3odpEHIELD 3a KpuTepiamm DSM-5, rocnitanisoBaHnx 3 rOCTPUM NCUXOTUYHUM PO3NagoM», Ko,
pocnipkeHHs KAR-009, sepcia 1.0 Big 27 cepnHsa 2020 poky; cnoHcop - Karuna Therapeutics Inc., United
States (CLUA)

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

21. 3miHa micusa npoBeAeHHSA BUMPOOGYBaHHA [0 NPOTOKO/Y KAIHIYHOrO AOCNIAXEHHA «[JOBFOCTPOKOBE
NPOAOBXEHE AOCMIMKEHHS TisiAPaKisymaby 3 METO [OBEeAEHHS Moro 6e3meyHOCTi Mpu 3acTOCyBaHHi Y
nauieHTiB i3 ncopiaTMdHMM apTpUTOM, $Ki paHiwe 6pasin ydyacTb Yy [OOCAIMKEHHI i3 3acTOCyBaHHAM
Tingpakizymaby», kog gocnimpkeHHs CLR_18_07, Bepcis npotokosy 01 3 iHkopnopoBaHo nonpaskoto 1 Big 22
nunnHs 2020 poky; cnoHcop - Sun Pharma Global FZE, O6’egHaHi Apabcbki EmipaTtu

BYNO CTANO
O.M.H., npodp. bapHa O.M. O.M.H., npody. bapHa O.M.
MepguuHnii UeHTp ToBapucTBa 3 OOMEXeHOoK | MeAWUYHUI LEHTP ToBapucTtBa 3 OOMEXEHOH
BignoBiganbHicTIO «EBpoNaé», amGynaTOpHO- | BiANOBiAA/ILHICTIO «lMpeBeHTKiHIKa»,
noikniHiuHe BigaineHHAa, M. Knis KOHCYNbTaTUBHO-AiarHOCTUYHUIA Bigain, M. Knis

3aaBHUK - TOB «KniHiuHi gocnimkeHHs ARKOH», YkpaiHa

22. OHOBEHUiA NPOTOKON K/iHiYHOro BUNpo6yeBaHHA MW2012-01-01, Bepcia 10.01 Big 16 nuctonaga
2020 p., aHrnilicbkolo MoBoto; OHoBeHa Bpouwypa gocnigHuka (NexoBrid (Debrase)), Bepcis 20 Big 12
CiuHA 2021 poKy, aHrniiicbkoto moBoto; IHhopMauiiiHuii IMCTOK Ta chopma 3roagun A Mas1o/iTHbOro
(Bikom 12-13 pokiB), maiictep-Bepcia 4.0 ana €C ansa oci6é Bikom 12-17 pokiB Big 24 ciuHsa 2021 p.,
Bepcis 5.0 Big 15 ntotoro 2021 p., aHrNilicbKo1o, YKPAiHCbKOLO Ta pocilicbKkoto MoBamu; IHhopMaLiiHniA
JINCTOK Ta hopma 3rogm HEMOBHOJIITHLOTO (Bikom 14-17 pokiB), Mmalictep-Bepcia 4.0 pna €C gnsa ocié
Bikom 12-17 pokiB Big 24 ciuHA 2021 p., Bepcia 5.0 Big 15 ntotoro 2021 p, aHrNilicbKoo, yKPaiHCbKOIO Ta
pocilicbkolo moBamu; IHchopmauiiHniA nMcTok Ta chopma iH(hopMOBaHOI 3rogu GartbKiB, MancTep
Bepcia 4.0 gna €C barbku Big 24 ciuHa 2021 p., Bepcia 5.0 Big 15 notoro 2021 p., aHrNiNCbKOlO,
YKpaiHCbKOK Ta pocilicbkolo moBamu; IHpopmauiiHMii nucTok Ta dpopma iHpopMoBaHOI 3rogu
nauieHTa MoBHONITHI (BiK 18 pokiB), maiicTep-Bepcis 4.0 ana €C gnA NOBHONITHIX OCi6 Big 24 ciuHA
2021 p., Bepcia 5.0 Big 15 notoro 2021 p., aHrNiACbKOIO, YKPAIHCbKOIO Ta POCIiiCbKO MOBamMu [0
NPOTOKONY K/iHIYHOrO BUNPOOYyBaHHA «baraTtoueHTpoBe, MiKHapoAHe, paHAOoMi30oBaHe, KOHTPO/IbOBaHe,
BiAKpUTE [OCNIMKEHHA 3 OUiHKM ed)eKTMBHOCTI Ta 6e3neyHocTi 3actocyBaHHA npenapaty Hekcobpig
(NexoBrid) y giteli 3 TepMiYHUMM OMiKaMK MOPIBHAHO 3i CTaHAAPTHUM AikyBaHHSAM (CJ/1)», koA AOCiAKEHHS
MW2012-01-01, Bepcis 9.01 Big 29 imnua 2019 p.; cnoHcop - MegiByHg NTA., I3pains/ MediWound Ltd., Israel
3anBHUK - TOB «KniHiuHi gocnimkeHHs1 AKOH», YkpaiHa

23. KopoTka xapakTepucTuka p[OCNiIfKYBaHOro JiKapcbKoro 3aco6y Kap6onnatuH, 10 wmr/mn,
KOHLUEHTpAaT ONns NMPUrotyBaHHA PoO3unMHy Ana iHysii, Big 16 uepBHA 2020 poKy; 3MiHa agpecu
3asiBHMKA K/iHiYHOro Bunpo6yBaHHA — «E66BI BiothapmacbloTikans M'meX», LLBelyapia 4o npoTokony
KNiHIYHOro gocnimkeHHs «PaHgomMizoBaHe nnauebo -KOHTPOIbOBaHe A0C/iMKEHHS ha3un 3 kapboniaTuHy Ta
naknitakceny 3 MAPI iHri6iTopom Beninapnéom Ta 6e3 MAPT iHridiTopy Beninapuéy (ABT-888) npn HER2-
HeraTMBHOMY MeTacTaTM4yHOMY abo f10KasIbHO nowmpeHomy HeonepabensHomy BRCA-acoujiiioBaHoMy paky
MOJI0YHOT 3a/1031», KoA AocimpkeHHA M12-914, 3 iHkopnoposBaHMMM AAMIHICTpaTUBHUMMK 3MiHamMn 1, 2,3 Ta 4
i nonpaskamu 1, 2, 3 Ta 4 Big 23 nunHa 2020 poky; cnoHcop - AbbVie Inc., CLUA

Byno Crano

Heiixowtpacce 23, 6341 m. Baap, LUBeiiuapia | Anbte LUTaiiHxay3epwTpacce 14, 6330 Xam,

(Neuhofstrasse 23, 6341 Baar, Switzerland) LBeiinapia (Alte Steinhauserstrasse 14, 6330
Cham, Switzerland)
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3asBHUK - «E66BI BioghapmacktoTikans FTM6X», LLseliuapis

24. bpouypa gocnigHuka gna Rozanolixizumab Big 06 BepecHs 2020 poky; 3miHa BignosigasibHOro
pocnigHuKa 00 NPOTOKO/Y KANIHIYHOTO BUMPOOYBaHHA «BigkpuTe AOCNiMKEHHA NOLOBXEHHs Tepanii Ans
BVMBYEHHS [OBrOTPUBaUIOl GE3MEYHOCTI, MEPEHOCMMOCTI Ta eDEKTUBHOCTI Mpenapaty pPo3aHosiKcisymat y
naLieHTIB 3 MEPCUCTYHYOK abo XPOHIYHOI NEPBUHHOK iIMYHHOI TpoMbouuToneHieto (ITM)», Kog AOCAIKEHHS
TP0004, Big 21 nuctonaga 2019 poky.; cnoHcop - KOCibi bioghapma ECApEN, benbria / UCB Biopharma SRL,
Belgium

BYNO CTANO
nikap Mununexko I'.B. nikap Horaesa J1.1.
KomyHanbHe HekoMepLiiHe nignpunemcteo | KomyHanbHe HeKoMepLUiiHe nigNnpUeEMCTBO
«Yepkacbknii obnacHuii OHKOMOriYHWIA aucnaHcep | «Yepkacbkuii 06nacHUiA OHKOMOFIYHWIA AncnaHcep
Uepkacbkoi 06n1acHoi paam», 06/1acHUin NikyBasibHO- | Yepkacbkoi 06/1acHoi pagu», 061acHWin NikyBabHO-
AiarHOCTUYHMWIA reMaToNoriYHNIA LeHTP, M. Yepkacu | AiarHOCTUYHWUIA remMaTooriyHmii LeHTp, M. Yepkacu
3asaBHuK - TOB «IMAPEKCE/1 YkpaiHa»

25. flopaTok Ao chopmu iHhopmoBaHoi 3roau: JoaaTtok 1 Ao hopmu iHhopmoBaHoi 3roau, Bepcisa 1.0
Ana YKpaiHu yKpaiHCbKOIO Ta pocilicbkoto moBamu Big, 11 6epe3Ha 2021 p. Ha ocHoBi maiicTep-Bepcii
HAopatky 1 pno chopmu iHchopMoBaHOi 3rogu (oNA NauieHTiB Koroptn A) ansa aocnimkeHHs CO40016,
Bepcia 9 Big 11 BepecHa 2020 p. 4O NMPOTOKOAY KAiHIYHOrO AdocnigpkeHHs «[lloggiiiHe cnine nnaue6o-
KOHTPO/IbOBaHe paHgomizoBaHe dhasm Il gocnimpkeHHs inaTtacepTiGy y KOMOiHaLii 3 makniTakcesioM B SIKOCTI
NiKyBaHHA 15 NauieHTiB 3 reHHuMKn nopyweHHamu PIK3CA/AKTL/PTEN B rpyni micLeBOnoWMPEHOro abo
MeTacTaTU4HOro, NOTPIHO-HEraTUBHOIO paky MOJIOYHOI 3a/103u abo B rpyni ropMoH-no3uTusHoro, HER2-
HeraTMBHOIO paky MOJIOHYHOT 3aU1031», koA, AocigpkeHHss CO40016, sepcis 9 (KoropTa C) Big 20 BepecHsi 2019
p.; cnoHcop - ®.XoddpmarH-/1a Pow /114, (LLBeiuapis)

3asiBHUK - TOBApUCTBO 3 0OMEXEHOH0 BifNOBiAasbHICTIO «PoL YkpaiHa»

26. MNonpaBKa [0 CNPOLEHOro A0CLE [OCAIAKYBAaHOIO JliKapCbKOro 3aco6y nasnéouuknié. OHoBneHwii
posain P.3.1. BupooHukn (cmc387296) cnpoLlieHoro A0oCb€e AOCAIMAKYBAHOro JliKapCbKOro 3acooy
nanéouunknio, Teepai kancynm no 75 mr, 100 mr a6o 125 mr. flogaBaHHA [OCNIAKYBaHOro NiKapCbKOro
3aco6y nanéouuknié y nikapcbkiii popmi TabneTku, BKpUTi NNiBKOBOIO 060/10HKOIO No 75 mr, 100 mr
a60 125 wr. Po3gin P.3.1. Bupo6Hukn (cmc386551) cnpoLeHoro Aocbe AOCiAKYBaHOro JliKapCbKOro
3aco0y nan6ouuknio, TabneTku, BKPUTI NNIBKOBOKO 0G0/I0HKOIO no 75 mr, 100 mr a6o 125 mr. 3pasku
MapKyBaHHA AOCANiAKyBaHOIro JliKapCbKOro 3acob6y nanGouuknio, TtabneTku, BKPUTI NiBKOBOIO
060/10HKOI MO 75 mr, 100 mr a60 125 mr ykpaiHCbKOI MOBOLO, Bepcis Big 08 ciuHsa 2021 p. 40 NpoTOKOy
KNiHIYHOro JocnigxeHHs «PaHaomizoBaHe noAgiiHe cnine nnauebo-koHTPOosiboBaHe 6GaraToLeHTpoBe
pocnimpkeHHs dasu Il gns ouiHkn edhekTMBHOCTI Ta 6e3neyHocTi GDC-9545 y koMbGiHaLil 3 nanéounkiibom
NOPIBHAHO 3 KOMOiHaLi€lo N1eTpo30/y Ta NaibouMKiby y NauieHTiB 3 eCTporeH-peLenTop-no3nTueHuM, HER2-
HeraTMBHUM MICLLEeBOMNOLLMPEHUM Y/ METACTATUUYHUM PakoM MOJIOYHOT 3a/103U», Kog, AochimpkeHHs BO41843,
Bepcis 1 Big 14 ntoTtoro 2020 p.; cnoHcop - ®.XodhdmaHH-/1a Pow fTa, LWseiuapis

3aaBHUK - TOBAPUCTBO 3 OOMEXEHOI0 BifAnoBiAasIbHICTIO «PoL YKpaiHa»

27. OHoBneHui npotokosn Amendment 5 Big 29.01.2021; IHchopmauia gna nauieHta Ta dopma
iHcbopmoBaHOi 3roau — Mpotokon 64091742PCR3001, Bepcisa 11.0 yKpaiHCbKOIO MOBOIO A5 YKpaiHU
Big 02.03.2021; IHcdopmaunia pana naudieHta Ta Popma iHdopmoBaHoi 3rogn - [poTokon
64091742PCR3001, Bepcia 11.0 pociiicbkolo MOBO AnA YKpaiHu Big 02.03.2021; IHchopmauia ans
nauieHTa Ta ®opma iHchopmoBaHoi 3rogn — MNMpoTtokon 64091742PCR3001, Bepcia 2.0 yKpaiHCbLKOIO
MOBOIO AnA YKpaiHu Big 02.03.2021; IHchopmauisa anAa naudieHta Ta Popma iHpopmMoBaHOi 3rogn -
MpoTokon 64091742PCR3001, Bepcisa 2.0 pocilicbkolo MoBOKW Ans YkpaiHu Big 02.03.2021; fluct
BignoBiganbHoro gocnigHuka Ao nauieHTa (NOHoBNeHHs iHhopmoBaHoi 3roau), 64091742PCR3001,
Bepcia yKpaiHcbKkoro moBoto 4.0 Big 02.03.2021 p.; /iuct BignoBiganbHoro gocnigHuka go nauieHrta
(noHoBNeHHs iHcbopMmoBaHoOI 3roau ansa koroptu 3), 64091742PCR3001, Bepcii YKpAiHCLKOIO MOBOIO
1.0 Big 02.03.2021 p.; JopaTtok 1 Big 16.12.2020 Ao Bpowypu aocnigHuka Hipanapuo, BuaaHHa 11 Big,
18.06.2020 p.; QMQdopatok 1 Big 04.02.2021 po bpowypu pocnigHuka CJINJ-67652000
(niraparib/abiraterone acetate fixed-dose combination), BugaHHa 1 Big 23.09.2020; IHchopmauiiHunii
G6loneteHb gocnigkeHHa MAGNITUDE 64091742PCR3001-UKR25 Edition 1, 2020 ykpaiHCbKOIO MOBOIO;
IHbopMmauiiHuii GroneteHb aocnipxeHHas MAGNITUDE 64091742PCR3001-RUU25 Edition 1, 2020
pPOCilicbKOK0 MOBOIO [0 NPOTOKOY KNiHIYHOrO BMNpPobyBaHHS «PaHaoMisoBaHe, nnaueb0o-KOHTpOo/iboBaHe,
noagiviHe cnine KniHiuHe gocnimkeHHs 3 dpasu npenapaty Hipanapu6 y kombiHauii 3 AGipaTtepoHa AueTtaTtom

12



Ta [NpefHi3oHOM y nopiBHAHHI 3 AbGipatepoHa Auetatom Ta [pefHi3oHOM ANS NiKyBaHHA NauieHTIB 3
MeTacTaTMYHUM pakoM nepeaMixypoBol 3an03u», Kog, AochifpkeHHs 64091742PCR3001, 3 nonpaskoto
Amendment 4 Big 03.07.2020; cnoHcop - «AHCCEH ®APMALIEBTUKA HB», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

28. OHoBneHui MpoTokon KhiHiYHOro Bunpo6yBaHHsa GA40209, Bepcisa 6 Big 15 rpygHa 2020 p.,
aHrniincbkol mMoBOH; IHpopMmauia gna nauieHta i dpopma iHpopmoBaHOI 3roau pnA YKpaiHu,
aHrniiicokoro Moo, Bepcia 5.0 Big 09 niotoro 2021 p.; IHdopmauia gna naugieHta i ¢hopma
iHbopmoBaHOi 3rogn anAa YKpaiHuM, YKpaiHCbKO MOBOW, Bepcia 5.0 Big 09 nwtoro 2021 p.;
IHcbopmauia gna nadieHTa i oopma iHpopmoBaHOI 3roau ana YKpaiHu, pociiicbKolo MoBoto, Bepcis 5.0
Big 09 nroTtoro 2021 p.; AoaaTtok Ao IHopmauii gna nayieHta Ta oopmu iHchopMmoBaHOI 3rogu: sroga
Ha NpoBefEeHHA allbTEPHATUBHUX BIi3UTIB B pamMKax gocnigjkeHHs nig yac naHgemii COVID-19 ans
YkpaiHu, aHrnificbKkoro MoBoto, Bepcisa 1.0 Big 10 ntotoro 2021 p.; foaarok go IHopmauii ans nauieHta
Ta chopmun iHbopMoBaHOI 3roAu: 3roga Ha MNpPoBeAEHHs aNbTePHATUBHUX BIi3UTIB B pamMkax
pocnipkeHHs nig yac naHaemii COVID-19 ansa YkpaiHu, yKkpalHCbKOI0 MOBOIo, Bepcis 1.0 Big 10 niotoro
2021 p.; fopaTok Ao IHchbopmauii ana nauieHTa Ta popmu iHhopMoBaHOT 3roau: 3roaa Ha NpoBeAeHHS
aNbTepPHATUBHUX Bi3UTIB B pamMKax AOCiMHKEHHA Nig yac naHgemii COVID-19 gnsa YkpaiHu, pociiicbKoto
MmoBoto, Bepcia 1.0 Big 10 nwoTtoro 2021 p.; MNoAoOBXEHHA TepMmiHy MpoBeAeHHA KIliHiYHOro
BUNPOGYBaHHA B YKpaiHi Ao 31 nunHA 2024 poKy [0 MPOTOKOY KAIHIYHOrO BMNpoOyBaHHA «BigkpuTe
npoaoBxXeHe pAocnimkeHHs ¢a3n || 3 MeTow OUIHKM [0BroCTPOKOBOI 6€3MeYHOCTi Ta MNepeHOCMMOCTI
npenapaTty UTTR1147A y nauieHTiB i3 BUpa3KoBMM KOJ1iTOM Bif, MOMIPHOIO A0 TSXXKOro CTyrneHsi abo XBopo60oto
KpoHa», kog gocnigxkeHHs GA40209, sepcis 5 Big 09 kBiTHA 2020 p.; cnoHcop - Genentech, Inc., USA/
xeHeHTek IHK., CLUA

3aaBHUK - ToBapncTBo 3 O6MexeHo BignosigansHicTio «kKoHTpakTHO-AocnigHnubka OpraHisauis IHHodapM-
YkpaiHa»

29. lonoBHeHHs Ao IHopMauiiiHOro nucTka AnA nauieHTa i popmm iHPOpPMOBaHOI 3roau Ha yyacTb y
KniHiuHOMY AocnimkeHHi (Mailictep Bepcia Big 27 niotoro 2019 p., Bepcia ana YkpaiHu 3.0 Big 27
G6epe3HA 2019 p.), maiicTep Bepcis Big 12 notoro 2021 p., Bepcia ansa YkpaiHu Big 01 6epesHs 2021 p.,
AHINIACbKOIO, YKPATHCLKOIO Ta POCIiCbKOI0 MOBamu; dopMa HajaHHA KPUTUYHOI iHhopmauii wono
6e3neku, Bepcia Big, 09 noToro 2021p., aHrNiNCbKOK MOBOIO [0 NPOTOKO/Y K/IHIYHOrO AOCAIAKEHHS
«baratoueHTpoBe, noAagiliHe cnine, paHAOMI3oBaHe, Y MapasnefnibHUX rpynax AochigpkeHHs ¢asm 3B/4
npenapaty TodauuTtnHié (CP-690,550) y nauieHTiB 3 BUPA3KOBUM KOJITOM B CTilikiii pemicii», kopg,
pocnipkeHHs A3921288, hiHaibHa Bepcis 3 iHKopnopoBaHot nonpaskoto 3 Big 11 TpaBHsa 2020 p.; cnoHcop -
Pfizer Inc., USA/ ®aiizep IHk., CLUA

3asABHUK - TOB «KniHivHi gocnigpkeHHs AKoH», YkpaiHa

30. BkoyeHHA A0AAaTKOBOro Micus NpoBeAeHHA KMiHIUHOro BUNPOOYBaHHA [0 NPOTOKONY K/iHIYHOIo
BMNpobyBaHHA «PaHgomizoBaHe, noAgiliHe criine, nnaue60-KOHTPOSIbOBaHE Ta 3 aKTMBHUM KOHTPOJIEM,
GaraTtoueHTpoBe JOoChiMpKeHHA ha3u 2/3, Wwo NpoBOAWUTLCSA Yy NapaneflbHux rpynax 3 METOH OLiHKM
ehekTMBHOCTI Ta 6e3neYHOCTI FrycenibKymMaoy y naujieHTiB i3 XBOpo60to KpoHa B akTUBHIl goasi Big, cepegHboro
[0 Ba&XKOro CTyneHs1 TSXKKOCTI», kog gocnimpkeHHs CNTO1959CRD3001, 3 nonpaBkoto 2 Big 13 nmctonaga
2019 poky; cnoHcop - Janssen Pharmaceutica NV, Belgium / AHccen ®apmauesTuka HB, benbrisi

Ne MN.1.6. BignoBiga/IbHOro AocnigHMKa

n/n HasBa micus npoBeAeHHs KNiHIYHOro BUNPO6YBaHHS

1 3aB. Big. Kupnuenko O.B.

KuiBcbka KniHiYHa NikapHA Ha 3ai3HMY4HOMY TpaHcnopTi Ne2 inii «LieHTp OXOpoHM 340pO0B’'si»
aKLiOHepHOro ToBapmncTBa «YKpaiHCcbKa 3ani3HULSA», BiA4i/IEHHSA racTpoeHTeponorii, M. Knuis
3adaBHuK - TOB «IMAPEKCE/1 YkpaiHa»

31. MpoTtokon KniHiyHOro pocnigpkeHHa MS200527_0080, sepcisa 2.0 Big 27 nuctonaga 2020 poky,
aHrnificbkoro MoBoOto; Bpouypa gocnigHuka Evobrutinib (M2951), Bepcia 13.0 Big 27 nuctonaga 2020
POKy, aHIMicbKO MOBOO; IHhopMaUiiHMIA NMCTOK nauieHTa i dhopma 3roam, Bepcia V2.0UKR(uk)1.0
Bif 11 6epe3Hsa 2021 poKy, nepeknag, yKpaiHCbKOI0 MOBOIO Bif, 12 6epe3Hs 2021 poKy; IHdopmaLiiiHmiA
NINCTOK nauieHTa i popma 3rogun, Bepcia V2.0UKR(ru)l.0 Big 11 Gepe3Hs 2021 poky, nepeknapg
pociiicbkolo MOBOIO Bif, 12 6epe3Ha 2021 poky; IHchopmauiiiHuii nncTok i hopma 3rogu nawieHTa gns
BiAKPUTOro pPoO3LIMPEHOro nepioay pgocnipkeHHs, sepcia V2.0UKR(uk)1.0 Big 11 6epe3Ha 2021 poky,
nepeknag yKpaiHCbKo MOBOIO Big 12 6epe3Ha 2021 poky; IHcpopmauiiiHuii nMcToK i chopma 3rogu
nauieHTa gns BigKpMUTOro po3WwmnpeHoro nepiogy aocnimkeHHs, sepcia V2.0UKR(ru)1.0 Big 11 6epe3Ha
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2021 pokKy, nepeknapg, pocilicbKoto MoBoOlo Bif, 12 6epe3Hs 2021 poky; AoaaTkoBa iHthopmoBaHa 3roga
yyacHuKa Ha focTaBKy AOCNifKyBaHOro npenapaty y4acHuky gogomy, sepcia V1.0UKR(uk)1.0 Big 22
nmoTtoro 2021 poky, nepeknap yKpaiHCbKOO MOBOK Big 05 6Gepe3Hsa 2021 poky; JopaTkoBa
iHhopMoOBaHa 3roga y4yacHUKa Ha AOCTaBKY [OCAiIfKYBaHOro npenapaty y4yacHUKY AOAOMY, Bepcis
V1.0UKR(ru)1.0 Big 22 niotoro 2021 poKy, nepekniazg pociiicbkoio MOBOtO Bif 05 GepesHs 2021 poky;
JopatkoBa iHhopMOBaHa 3roga ydyacHUMKa Ha [O0CTaBKY AOC/iAKyBaHOro npenapaty Y4acCHUKY
popowmy, Bepcisa 1.0 gnsa Ykpainu, V1.0UKRL1.0, Big 22 notoro 2021 poKy, aHIMilicbKoto MoBO0; KapTka
3 HaragyBaHHAM npo Bi3uT, Bepcia [V02 UKR(uk)] Big 29 ciuHa 2021 poky, ykpaiHCbKOIO MOBOIO; KapTka
3 HaragyBaHHAM npo Bi3uT, Bepcia [V02 UKR(ru)] Big 29 ciuHa 2021 poKy, pOCiiCbKOO MOBOIO;
LoaeHHUK yyacHuKa, Bepcisa [V02 UKR(uk)] Big 21 ciuHA 2021 poky, YKpaiHCbKOIO MOBOLO; LLLlogeHHUK
yuyacHuKa, Bepcis [V02 UKR(ru)] Big 21 ciuHAa 2021 poKy, poCiicCbKOI0 MOBOIO; Bpoluypa ansa nawjieHTa,
Bepcia [V02 UKR(uk)] Big 27 ciuHa 2021 poky, yKpaiHCbKOIO MOBOIO; Bpoluypa ansa nauieHTa, Bepcia
[V02 UKR(ru)] Big 27 ciunsa 2021 poky, pociiicbkolo MoBOI0; MOCIGHUK AN yYaCHUKA AOCiAKEHHS,
Bepcia [V02 UKR(uk)01] Big 05 ntotoro 2021 poKy, yKpaiHCbKO MOBOR; MOCIGHUK ANA yyacHukKa
pocnipxeHHs, Bepcia [V02 UKR(ru)01] Big 05 ntotoro 2021 poKy, pociiicbkolo MOBOO; JTUCT A0 rpynu i3
3axucTy npas Ta iHTepeciB nauieHTiB, Bepcis [V02 UKR(uk)01] Big 05 ntotoro 2021 poky, yKpaiHCbKOIO
MOBOI0; JIUCT A0 rpynu i3 3axXucTy npas Ta iHTepeciB nauieHTiB, Bepcis [V02 UKR(ru)01] Big 05 ntoToro
2021 poKy, pociiicbKolo MOBOLO; JTUCT Big nikapA-gocnigHuKa NoTeHUiiHOMY YYaCHUKY AOCiAKEHHS,
Bepcifa [V02 UKR(uk)02] Big 23 ntoToro 2021 poKy, yKpaiHCbKOI0 MOBOO; JIUCT Bif, nikapa-gocnigHuka
NOTEeHLiiHOMY Y4YacHUKY gochnigkeHHs, Bepcis [V02 UKR(ru)02] Big 23 ntotoro 2021 poKy, pociiiCbKoto
MOBOI0; bpollypa gnsa nikapsa wWoao HanpaBneHHA NauieHTiB, Bepcia [V02 UKR(uk)01] Big 23 ntotoro
2021 poKy, YKpaiHCbKOI MOBOLO; Bpolwypa ana nikapa won0 HanpaB/ieHHA nauieHTiB, Bepcia [V02
UKR(ru)01] Big 23 ntotoro 2021 poKy, pOCiliCbkOK0 MOBOIO; JIUCT A0 nikapsa WoA[0 HanpaB/eHHA
nauieHTiB, Bepcia [V02 UKR(uk)02] Big 23 ntotoro 2021 pokKy, YKpaiHCbKOIO MOBOIO; JIUCT A0 nikapsa
LoA40 HanpaBJ/ieHHs NauieHTiB, Bepcia [V02 UKR(ru)02] Big, 23 ntotoro 2021 poKy, pociiicbKolo MOBOIO;
Cnangn 3 iHpopmauiero npo gocnigpkeHHs, Bepcia [V02 UKR(uk)01] Big 03 Gepe3Ha 2021 poky,
yKpaiHCbKOl0 MOBOl0; Cnaiigm 3 iHchopmauieto npo gocnimkeHHs, Bepcia [V02 UKR(ru)01] Big 03
Gepe3HA 2021 pokKy, pPOCiIlAiCbKOIO MOBOK A0 MPOTOKOMY KAIHIYHOTO AOChifkeHHs BaraToueHTpoBe,
paHgoMi3oBaHe, NoABiiHe chine, 3 MOABIMHOK iMiTaLi€l0, KOHTPO/IbOBAHE aKTUBHUM MpenapaToMm,
pocnipkeHHs Il chasu, Wwo npoBoAuTLCA B NapasiesibHUX rpynax 3 OLUiHKM e(IeKTMBHOCTI Ta 6e3neyYHOCTi
€BOGPYTUHIGA Yy MOPIBHSAHHI 3 TEPUNYHOMILOM B YHYACHMKIB i3 peLanBYyHOUYMM PO3CISHUM CK1EPO30M, KOS
pocnipkeHHs MS200527_0080, sepcia 1.0 Big 13 ntoTtoro 2020 poky; cnoHcop - Merck Healthcare KGaA,
HimeuunHa

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

32. A3921145 IHchopmaunia ana 6arbkiB Ta chopma iHhOpMOBaHOI 3rognM ANA y4vyacTi y KiiHiYHOMY
BUNPOGYBaHHI, Ha OCHOBI Bepcii Ha piBHi gocnimkeHHsA Big 15 noToro 2021 p., Bepcis ANA YKpaiHu
8.1.0 Big 16 ntotoro 2021p., ykpaiHCLKOIO Ta pociiicbkolo moBamu; A3921145 IHchopmauis ans nalieHTa
Ta chopma iHchopMoOBaHOI 3rogu AnA yyacTi y KJiHIYHOMY BUNPOOGYBaHHi, Ha OCHOBI Bepcii Ha PiBHI
pocnipkeHHs Big 15 notoro 2021 p., Bepcia ana YkpaiHu 8.1.0 Big 16 notoro 2021p., yKpaiHCbKOIO Ta
pociiicbkoto moBamu; A3921145 Inchopmauia pns nauyieHta Ta dopma iHopmoBaHOI 3roau
HEMOBHOJIITHLOIO AJIA y4yacTi y KAiHiYHOMY BUnpoGyBaHHi (14-17 pokiB), Ha OCHOBi Bepcii Ha piBHi
pocnipkeHHs Big 17 notoro 2021 p., Bepcia ans YkpaiHu 8.1.0 Big 18 nrotoro 2021p., yKpaiHCbKOIO Ta
pocilicbkolo moBamu; A3921145 IHchopmaunia ana nadieHta Ta popma iHchopMOBaHOI 3rogn AUTUHU
AN y4yacTi y KniHiuHoMy Bunpo6yBaHHi (11-13 pokiB), Ha OCHOBI Bepcii Ha piBHi gocnimkeHHs Big, 17
nTtoro 2021 p., Bepcia ana YkpaiHm 6.1.0 Big 18 ntotoro 2021p., yKpaiHCbKOI Ta POCiliCbKOI0 MOBaMu
[0 NPOTOKOJY KNiHIYHOrO BMMNPO6YBaHHS «[oBroTpusase, BigKpuTe AOCAIMKEHHSA 3 NepiogoM NoAasibLIoro
CNOCTEPEXEHHSA, fke NPOBOAUTLCA /1 BMBYEHHS Mpenapaty TodpauuTuHIG npu NikyBaHHI HOBEHISILHOIO
ipionatnyHoro aptputy (KOIA)», kog pocnigpkeHHs A3921145, chiHasibHWIA NPOTOKOM 3 iHKOPMOPOBAHOK
nonpaskoto 10 Big 04 TpasHsa 2020 poky; cnoHcop - MNdpaiizep IHk [Pfizer Inc], CLUA

3asaBHUK - TOB «IHBeHTIB Xenc YkpaiHa»

33. OHoBneHuii npotokon 3 MonpaeBkoto 1 Big 08.12.2020 p.; IHopmauia ana nagieHta Ta dopma
iHcbopMoBaHOi 3roau, Bepcisa 3.0 yKpaiHCbKOIO MOBOIO AA YKpaiHu Big 09.03.2021; Indhopmadisa ana
nauieHTa Ta ®opma iHhopmoBaHoI 3rogu, Bepcia 3.0 pociiicbKolo MOBOIO AnA YKpaiHu Big 09.03.2021;
Wa6noH nucrta Bifg, BignoBiganbHOro AOCigHUKA ANA NauieHTIB CTOCOBHO fAii nig yac naHgemil
COVID-19, Bepcia 1.0 Big 09 Gepe3Hsa 2021 poKy YKPAiHCbKOK MOBOK [0 MPOTOKO/Y KAiHIYHOrO
BUNpobyBaHHA «baraToueHTpoBe, 3 OOHWM PyKaBOM JliKyBaHHS, BiAKpUTe, [OBroTpuBasie KiiHiuHe
JOcCNipKeHHA CrnocTepexeHHs 6e3neyvyHocTi Cenekcinary y yyacHUkiB, siki 6pasin yyacTb y nonepegHbomy
KniHivHOMY gocnigkeHHi Cenekcinary», kog, gocnimkeHHs 67896049PUH3001, sepcis 1.0 Big 04.03.2020 p.;
cnoHcop - « AHCCEH ®APMALIEBTVKA HB», Benbris
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3asBHuK - «AHCCEH ®APMALEBTVKA HB», benbris

34. MpoTokon KhiHi4HOro pocnimkeHHa MS200527_0082, Bepcia 2.0 Big 09 rpyaHs 2020 poky,
aHrniicbkoro MoBoOto; Bpouypa gocnigHuka Evobrutinib (M2951), Bepcis 13.0 Big 27 nuctonaga 2020
POKy, aHIMiNCbKOI MOBOIO; IHhopMaUiiHUIA NNCTOK nauieHTa i dhopma 3roam, Bepcia V2.0UKR(uk)1.0
BiA 11 6Gepe3Ha 2021 poky, nepeknaj yKpaiHCbKOI0 MOBOIO Bif, 12 6epe3Hs 2021 poky; IHopMauiiHniA
NNCTOK nauieHTa i popma 3rogun, Bepcia V2.0UKR(ru)l.0 Big 11 Gepe3Hs 2021 poky, nepeknapg
pocilicbkolo MOBOIO Bif 12 6epe3Hs 2021 poky; IHhopmauiiiHuii NUCTOoK | hopma 3rogu nauieHTa ansa
BiAKPUTOro po3LWMPEHOro nepiogy AocnimkeHHs, sepcia V2.0UKR(uk)1.0 Big 11 6epe3Ha 2021 poky,
nepeknag yKkpaiHCbKo MOBOIO Big 12 6epe3Ha 2021 poky; IHchopmauiiiHuii nucToK i chopma 3rogu
nauieHTa gns BigKpMTOro po3wmnpeHoro nepiogy aocnimpkeHHs, sepcia V2.0UKR(ru)1.0 Big 11 6epe3Ha
2021 pokKy, nepeknapg, pocilicbkoto MoBoOlo Bif, 12 6epe3Hs 2021 poky; AoaaTkoBa iHthopmoBaHa 3roga
yyacHuKa Ha focTaBKy AOCNifKYyBaHOro npenapaty y4acHuky gogomy, sepcia V1.0UKR(uk)1.0 Big 22
nmoTtoro 2021 poky, nepeknap yKpaiHCbKOO MOBOK Big 05 6Gepe3Hs 2021 poky; JopaTkoBa
iHhopMoOBaHa 3roga y4yacHUKa Ha AOCTaBKY [OCAiIfKYBaHOro npenapaty y4yacHUKY AOAOMY, Bepcis
V1.0UKR(ru)1.0 Big 22 niotoro 2021 poKy, nepekniazg pociiicbkoio MoBOtO Bif 05 Gepe3sHsa 2021 poky;
KapTtka 3 HaragyBaHHAM npo Bi3uT, Bepcifa [V02 UKR(uk)] Big 29 ciuHAa 2021 poKy, YKpaiHCbKOI MOBOIO;
KapTka 3 HaragyBaHHAM Npo Bi3uT, Bepcia [V02 UKR(ru)] Big 29 ciuHAa 2021 poKy, poCiiiCbKOIKO MOBOIO;
LoaeHHUK yyacHuKa, Bepcisa [V02 UKR(uk)] Big 29 ciuHa 2021 poky, YKpaiHCbKOI MOBOI0; LLloaeHHnK
y4yacHuKa, Bepcia [V02 UKR(ru)] Big, 29 ciuHsa 2021 poky, pocilicbkolo MOBOLO; Bpollypa ans nayieHTa,
Bepcia [V02 UKR(uk)] Big 27 ciuHa 2021 pokKy, yKpaiHCbKOIO MOBOIO; Bpoliypa ansa nauieHTa, Bepcisa
[VO02 UKR(ru)] Big 27 ciuHa 2021 pokKy, pocilicbkolo MOBOt0; MOCIGHMK ANA yYaCHUKA AOCiAKEHHS,
Bepcia [V02 UKR(uk)01] Big 05 niotoro 2021 poKy, yKpaiHCbKOO MOBOIO; MOCIGHUK ANnA yyacHukKa
BocnimkeHHsA, Bepcia [V02 UKR(ru)01] Big 05 ntotoro 2021 poKy, pociiicbKolo MOBOLO; JIUCT A0 rpynum i3
3axucTy npaB. Ta iHTepeciB nauieHTiB, Bepcia [V02 UKR(uk)01] Big 05 ntotoro 2021 poky, yKpaiHCbKOIO
MOBOIO; JIUCT A0 rpynu i3 3aXucTy Npas Ta iHTepeciB NauieHTiB, Bepcia [V02 UKR(ru)01] Big 05 notoro
2021 pokKy, pociiicbKolo MOBOLO; JIUCT Big Nnikapa-A0cnigHUKA NOTEHUiAHOMY YYaCHUKY AOCifXEeHHS,
Bepcisa [V02 UKR(uk)02] Big 23 ntotoro 2021 poKy, yKpaiHCbKOI MOBOIO; JIUCT Bif, Nnikaps-gociigHuka
NoTeHUiiHOMY yYacHUKY gocnigkeHHs, Bepcis [V02 UKR(ru)02] Big 23 niotoro 2021 poKy, pocCilicbKoto
MOBOI0; bpollypa ansa nikaps woao HanpaBneHHA NauieHTiB, Bepcis [V02 UKR(uk)01] Big 23 niotoro
2021 poky, yKkpaiHCbKOI MOBOIO; Bpolypa ana nikapa wono HanpaeB/ieHHA nauieHTiB, Bepcia [V02
UKR(ru)01] Big 23 ntotoro 2021 poKy, pOCilicbkol0 MOBOI; JIUCT A0 nikapsa Wo[0 HanpaB/eHHA
nauieHTiB, Bepcia [V02 UKR(uk)02] Big 23 ntotoro 2021 poKy, YKpaiHCbKOIO MOBOIO; JIUCT A0 nikapsa
LOA0 HanpaB/ieEHHA NauieHTiB, Bepcisa [V02 UKR(ru)02] Big 23 ntotoro 2021 poky, pocCiiCbKOI MOBOIO;
Cnaiign 3 iHcopmauieto npo gocnigkeHHs, Bepcia [V02 UKR(uk)01] Big 03 Gepe3Hsa 2021 poky,
yKpaiHCbKOI MOBOI; Cnaiigu 3 iHhopmauieto npo pocnigkeHHsA, Bepcia [V02 UKR(ru)01] sig 03
Gepe3HA 2021 poKy, pocCiicCbKO MOBOK [0 MPOTOKO/Y K/iHIYHOrO AochigpkeHHs «baraToueHTpoBe,
paHgomi3oBaHe, MoABiliHE chnine, 3 MOABINHOI iMiTalUi€ld, KOHTPO/IbOBaHE aKTUBHWM MpenapaTom,
pocnipkeHHs Il chasu, Wwo npoBoauTLCA B napasiesibHUX rpynax 3 OLiHKM edeKTUBHOCTI Ta 6e3neyvHOCTi
€BOOPYTUHIOGA Y NOPIBHAHHI 3 TepUdINYHOMILOM B YUYACHUKIB i3 PpeLMAMBYIOYMM PO3CIAHUM CK/1IEPO30M», KO,
pocnipkeHHs MS200527_0082, sepcia 1.0 Big 13 ntotoro 2020 poky; cnoHcop - Merck Healthcare KGaA,
HimeuunHa

3anBHuK - MignpuemcTso 3 100% iHo3emHol iHBecTuLjeo «AVK'IOBIA PAC YkpaiHa»

35. 3miHa BignoBiganbLHOro gocnigHMKa B Micui npoBeAeHHS BUNPOOYBaHHA [0 NPOTOKOY K/iHIYHOIO
OOCNiMKEHHS «BigkpuTe po3lnpeHe AOCiIIKEHHS i3 CMOCTEPEXEHHAM 6e3MneKkun nauieHTiB 3 XBOPOOOH KpoHa
B aKTUBHI hasi Bif cepefHbOro A0 TSHXKKOrO CTyMeHs BaXKKOCTi, SKi paHille npuiiMany y4yacTb Y NPOTOKON
eTponisymad hasa lll gocnimkeHHs GA29144», kop, pocnimkeHHs GA29145, sepcia 6 Big 29 kBiTHA 2019
poKy; cnoHcop - «®. XochdmanH-/1s Pow /1Ta», Weeiuapis (F. Hoffmann-La Roche Ltd, Switzerland)

BYNO CTANO

nikap lipyeHko H.B. nikap Kupuuetko O.B.

KuiBCcbka KniHiYHa fikapHA Ha  3anisHUWYHOMY | KMiBCbKa  K/iHIYHA  NiKapHA Ha  3a/i3HUYHOMY
TpaHcnopTi Ne2 duinii «LleHTp OXOpoHW 3040p0oB’A» | TpaHcnopTi Ne2 dinil «LIeHTp oxopoHu 340pOB’'s»
aKLiOHepHOro ToBapuCTBa «YKpaiHCbKa 3a/1i3HULSA», | aKLiOHEPHOro ToBapmuCTBa «YKpaiHCbKa 3aUTi3HNLA»,
BioAiNEHHS IEHHOIO cTaujioHapy, M. KuiB BiAAiNEeHHs IEHHOIO cTauioHapy, M. Kuis

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

36. OHoBneHui MpoTokon KniHiuHoro gocnigxkeHHsa TAK-788-3001, Bepcis i3 nonpaBkoto 6 Big, 22 ciuHA
2021 p., aHrnificbkolo MOBOLO; [locbe [OCiAKYBaHOro slikapcbkoro 3aco6by (Mobocertinib) TAK-788,
Bepcia 3.0 Big 11 nwoTtoro 2021 p., aHrNiCbKO MOBOLKD; 3a/lydY€eHHA Ha3BU [OCAIAKYBAHOIoO
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nikapcbkoro 3aco6y Mobocertinib; BkioueHHs Ao0[aTKOBOro iMnoprepa  AOCAigKyBaHOro
nikapcbkoro 3acooy TAK-788 40 mr, npenapart y kancynax, Fisher Clinical Services GmbH, HimeuuunHa;
TAK-788-3001_OcHoBHa IHopmauis ana naudieHta i cdopma iHopmoBaHOl 3rogn AnA YKpaiHu,
aHrnificbkoo mMoBolo, Bepcia 6.0 Big 26 notoro 2021 p.; TAK-788-3001_OcHoBHa IHchopmauisa gna
nauieHTa i oopma iHchopMmoBaHOT 3roaun AnA YKpaiHu, yKpaiHCbKOO MOBOIO, Bepcifl 6.0 Big, 26 noTtoro
2021 p.; TAK-788-3001_OcHoBHa IHchopmauia ansa nauieHTa i ¢popma iHcpopmoBaHOi 3roau AnA
YKpaiHu, pocilicbkoio MOBOIO, Bepcifi 6.0 Big 26 ntotoro 2021 p.; 3pasok PopmMu NiATBEPMAKEHHA
OTPMMaHHA mMaTepiasly nauieHToM, Bepcisa 1.0, aHriNCbKOK MOBOIO; 3pa3oK PopMU NifTBEPAKEHHA
OTpUMaAHHA MaTtepiany nauyieHTom, Bepcia 1.0, yKkpaiHCbKOI0 MOBOIO; 3pa3ok ®opmu nigTBEepPAKEHHS
OTpUMAHHA MaTepiany nauieHTom, Bepcia 1.0, poOCIficbkOl0 MOBOK [0 MPOTOKO/Y K/iHIYHOIO
AocnimpkeHHs «PaHaomizoBaHe, 6aratoleHTpPoBe, BigkpuTe AocnimkeHHs hasm Il ans ouiHkn edpeKTUBHOCTI
npenapaty TAK-788 B SAKOCTi Tepanii nepLuoi AiHii y NOPIBHSAHHI 3 XimMioTepani€eld Ha OCHOBI npenapaTtiB
NAaTVHU Yy NaLieHTIB i3 HeAPIOGHOKNITMHHAM PakoM fiereHi 3 iHcepuiiHuMy MyTauismm y 20-My eK30Hi reHa
peuenTtopa enigepmanibHoro gpaktopa pocty (EGFR)», kog gocnipkeHHa TAK-788-3001, Bepcis i3 nonpasKoto
5 Big 03 ceprnHa 2020 p.; cnoHcop - MinneHHiym ®apmacotoTikans, IHk., CLUA (Millennium Pharmaceuticals,
Inc., USA)

3asaBHUK - ToBapuncTBO 3 OBMeXxeHoto BignosigasbHicTio «KoHTpakTHO-ocnigHuybka OpraHizadis IHHodapm-
YkpaiHa»

37. 3miHa BignoBiganbHOro gocnigHMKa B Micui npoBeAeHHs BUNPOOYBaHHA [0 NPOTOKOY K/iHIYHOIO
pocnimpkeHHs «baraToueHTpoBe, paHAoMi3oBaHe, noAgiiHe-cnine, nnaueb0-KOHTPONIbOBaHE AOCAIAKEHHS
chasu Il ans ouiHkK ePeKTUBHOCTI Ta 6€3NeYHOCTi NpenapaTy eTpoi3ymMao B SIKOCTi iHAYKUIT i NigTpMMyto4oro
NiKyBaHHs NaujieHTIB 3 XBOp0o60t0 KpoHa B akTUBHIl ¢hasi Bif cepeAHboro A0 TSXKOro CTYNeHs BaXXKOCTi», Kog,
pocnipkeHHa GA29144, sepcia 7 Big 24 kBiTHA 2019 poky; crnoHcop - «®. XOPPMAHH-NA POLWU NTAO»,
Lseiiyapia (F. HOFFMANN-LAROCHELTD, Switzerland)

BYNO CTANO
nikap FipueHko H.B. nikap KupuueHko O.B.
KuiBcbka K/iHIYHA nikapHsa Ha  3anisHMYHOMY | KMiBCbKa  KAiHIYHA  MiKapHA Ha  3a/lisHUYHOMY
TpaHcnopTi Ne2 dinii «LieHTp OXOpOoHW 340p0B’A» | TpaHcnopTi Ne2 dinii «LIeHTp OXopoHM 340pOB’'s»
aKLioOHepHOro ToBapuUCTBa «YKpaiHCbKa 3a/1i3HULSA», | aKLiOHEPHOro ToBapuCTBa «YKpaiHCbKa 3aUTi3HNLA»,
BiA4i/IeHHA AeHHOoro cTauioHapy, M. Knis BiAAiIeHHA AeHHOoro cTauioHapy, M. Knis
3anBHWK - NignpuemcTso 3 100% iHo3eMHolo iHBecTULjeo «ANK'HOBIA PC YkpaiHa»

38. OHOBEHWI NPOTOKO KAiHIYHOro gocnimpkeHHsa GO39942, sBepcia 7 Big 18 rpyaHa 2020 poky A0
NPOTOKONY KIHIYHOTO BUNpobyBaHHs «baraToueHTpoBe, paHAOMI3oBaHe, MOABINHO cnine, nnauebo-
KOHTpO/IbOBaHe gocnigpkeHHsa Il dasm gn1a NopiBHAHHA edqekTMBHOCTI Ta 6e3nevHOCTi npenapary
Monaty3yma6 BegOTUH y kOMGiHaLii 3 Putykcumabom Ta CHP (R-CHP) i Putykcumaoom ta CHOP (R-CHOP)
Y NaUieHTIB i3 ANGIY3HOH KPYMHOKMITUHHOK B-KAITMHHOK NiMA)OMOLO, SKi paHille He OTpUMYyBasIn NiKyBaHHS»,
Koa gocnigpkeHHss GO39942, sepcis 5 Big 03 rpyaHs 2019 poky; cnoHcop - ®. XoddpmaHH-/1a Pow JiTA.,
[F. Hoffmann-La Roche Ltd], LUBeliyapisi

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

39. 3miHa BignosiganbHoro gocnigHuka; 3any4yeHHs [00aTKOBOro Micusi NpoBefeHHs KIiHIYHOro
BMNPOGYBaHHA B YKpaiHi [0 NpOTOKO/Y KAiHIYHOro JocnigxeHHs «PaHgomizoBaHe, noAsiiiHe chine,
nnauebo-KoHTpoNboBaHe focnimkeHHs Il dasn ang ouiHkM nemoéponizymady (MK-3475) y noegHaHHi 3
CYNMyTHbOK XiMIONMPOMEHEBOKD Tepanielo 3 NoAa/IblUMM BBEAEHHAM nembponisymaby 3 osianapmbom
(MK-7339) abo 6€3 HbOro y MOPIBHSAHHI AWe 3 CynyTHbOK XiMIOMPOMEHEBOK Tepani€ew B y4acCHUKIB 3
HelloJaBHO AiarHOCTOBaHUM 1OKasli3oBaHMM APiGHOKNITUHHUM pakoM nereHis (JIAP/1)», koa AoCAimKEHHS
MK-7339-013, Bepcis 00 Big 21 nunHa 2020 poky.; cnoHcop - «Mepk Wapn EHA AJoym Kopn.», A0YipHE
nignpunemctBo «Mepk EHgA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.,
USA)

BYNO CTAJIO
A.M.H.npod. [Monoscbka T.M.| nikap F'ony6esa /1.B.
KniHika [epxaBHOi yCTaHOBU «IHCTUTYT meauyHoi | KniHika [lepxaBHoi yCTaHOBM «IHCTUTYT MeMUHOI
pagionorii Ta oHkonorii im. C.M. [purop’esa | pagjonorii Ta oHkonorii im. C.MN. [purop’esa
HaujoHanbHOT akagemii MeauuyHux Hayk YkpaiHu», | HauioHasibHOT akagemii MeanuHux Hayk YKpaiHu»,
BiAAiNIeHHs1  KNiHIYHOT  OHKosorii i remaTonorii, | BiAAINEHHA  KiHIYHOT  OHKONoOril i remaronorii,
M. XapkiB M. XapkiB
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Ne M.1.6. BignoBigasbHOro AocnigHuka
n/ HasBa micus npoBeAeHHs KiHIYHOro BUNPOGYBaHHS

1. | K.M.H. Pucnaesa [.E.

JikyBa/IbHO-AjarHOCTUYHWIA  LLEHTP ToBapucTBa 3 OOMEXEeHOW BignoBigasbHICTIO  «Megikc-peit
IHTepHewHn Tpyn» JlikapHA i3painbecbkoi oHkoNorii «LISOD», BigdiNeHHA KNiHIYHUX Ta HayKoBUX
JocnimxkeHb, ¢. MawTtn, Kuiscbka 061., O6YXiBCbKMiA p-H.

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

40. BKIOYEHHA A404aTKOBOro MicLs NPOBEAEHHA KNiHIYHOTO BUNPOGYBaHHHA [0 NPOTOKO/Y KAiHIYHOIO
pocnigpkeHHs «PaHgomizoBaHe, noagiiHe cnine, nnauebo-koOHTPOIbOBaHe JocigpKe HHA dhasmn 3 npenapary
paponyTamipg, B LONOBHEHHA A0 aHAporeHaenpusadiiidoi Tepanii (ALT) y nopiBHAHHI 3 nnaue6o nawc AATy
YOJI0BIKIB i3 MeTacTaTU4YHMM FOPMOH-YYT/IBUM PakoM nepegmMixypoBoi 3as103u (MMYPM3)», kog A0CAiAKEHHS
21140, Bepcis Big 24 BepecHs 2020 p.; cnoHcop - Bayer Consumer Care AG, LLBeiiuapis

No M.1.B. BignoBiganbHOro gocnigHnKa

n/n HasBa micus npoBeAeHHs KNiHIYHOTro BUNPO6YBaHHS

1 O.M.H., npodp. BoHaapeHko I. M.

KomyHanbHe HekomepuiiHe nignpuemMcTBo «Micbka KriHiYHa nikapHA Ned» [HINPOBCLKOI MICbKOI
pagu, XimioTepaneBTUYHE BiAAi/IEHHA 3 AEHHMM CTalioHapoM, M. JHinpo

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

41. 306paxeHHs1 TEPMOCYMKN AN TPaHCMOPTYBaHHA npenapaTty AocChnifmkeHHA; dnaep «faBaiite
noroBopumMo npo gocnigpkeHHAa IDEAL», Bepcia 2 Big 02 »xoBTHA 2020 pokKy, pOCiiCbKOO MOBOIO
(PN-943-03_Study Flyer Ukraine_Russian_V2_020ct2020); ®dnaep «[aBaiiTe NOroBopumo npo
pocnipxkeHHs IDEAL», Bepcis 2 Big 01 )xoBTHA 2020 poky, yKpaiHCcbKoto moBoto (PN-943-03_Study Flyer
Ukraine_Ukrainian_V2_010ct2020) [0 npoTOKO/AlY  KAHIYHOrO  AochnifgkeHHs  «PaHOomi3oBaHe,
GaraTtoueHTpoBe, NOABIHE c/ine, Nauebo-KOHTPOIbOBaHe AOCIMKEHHS (ha3n 2 B NapasieflHUX rpynax 3
METOH OLiHKM 6e3neyHocTi i echekTBHOCTI npenaparty PN-943 npu nepopasibHOMY 3aCTOCYBaHHI y NaLi€HTIB
3 aKTVBHUM BMPA3KOBMM KO/IITOM MOMIPHOIO abo BaXXKOro CTYMeHs TSHKKOCTI», Kog focnigxkeHHs PN-943-03,
nonpaska 3 Big 31 nunHsa 2020 poky; cnoHcop - Protagonist Therapeutics, Inc, USA/ MNpoTtaroHicT Tepan'toTUke,
IHk., CLUA

3aaBHUK - TOB «KniHiuHi gocnimkeHHs ARKOH», YkpaiHa

42. Bpowypa nauieHTa, Bepcia 1.0 Big 17 nwotoro 2021 p., yKpaiHCbKOIO Ta POCIiCbKOIO MOBamWu;
KoHTponbHUiA cNMCOK nauieHTa WwoAo BisUTIB Ha AOMY A1 BUKOHaHHA iH'ekuiii, Bepcia 1.0, Big 10
noToro 2021 p., ykpaiHCbKOK MOBOI; KOHTPO/bHUIT CNMCOK NauieHTa AN BisUTIB Ha OMY 3 METOLO
BMKOHAHHA iH'eKUiiA, Bepcia 1.0, Big 10 noTtoro 2021 p., pociiicbkoo MoBOW; «binb (Bep6anbHa
onucoBa LWKana ouiHku 6ono)» (PAIN VDS), Bepcisa gnsa YkpaiHu Big 25 notoro 2021 p., yKpaiHCbKOLO
Ta pociiicbkoto moBamu; LLkana ouiHK/M naulieHToM 3MiHM 3aranbHoro ctaHy (PGIC) — BTOoma, Bepcis
Ans YkpaiHu Big, 25 ntotoro 2021 p., yKpaiHCbKOK MOBOIO; LLIkana 3arajibHOT OL{iHKU NaLui€HTOM 3MiHU
ctaHy (PGIC) - ctomntoBaHicTb, Bepcia gnsa YkpaiHu Big 25 ntotoro 2021 p., poCiiCbKOIO MOBOIO;
Lkana «3arasibHa OLiHKa NaLi€HTOM TSXXKOCTi 3axBoptoBaHHA (PGIS) — BToma», Bepcia Ana YKpaiHu
Big 25 ntotoro 2021 p., yKpaiHCbKOO MOBOIO; Llikana 3aranibHOi OL|iHKM Nali€eHTOM TS)XXKOCTi CTaHy
(PGIS) - cTomnioBaHicTb, Bepcia ana YKpaiHu Big 25 ntotoro 2021 p., pocilicbkolo MoBoto; Llkana
«slKicHa ouiHKa nikyBaHHA nauieHToM, Bepcis 3 (PQATv3)», Bepcia ansa YkpaiHu Big 25 ntotoro 2021 p.,
yKpalHCbKOlo MoBOI0; LLikana «flkicHa oLiHKa nalieHToOM CcBOro nikyBaHHs, Bepcia 3 (PQATV3)», Bepcisa
Ana YKpaiHu Big 25 niotoro 2021 p., pociiicbkolo MoBoto; «BToma - Po3cisiHuii cknepos - Kopotka
c¢hopma 8a», Bepcia Big 24 nwoToro 2021p., yKpaiHCbKOO MOBOK; «CTOM/IOBAHICTb - PO3CiAHUIA
cKnepos - KopoTkuii 3anutasibHUK 8a», Bepcia Big, 24 niotoro 2021p., pociiicbKolo MOBOIO; AHKeTa Npo
BM/UB po3cifiHoro cknepo3sy (MSIS-29 v2), chiHanbHa Bepcia ansa YKpaiHM YKpaiHCbKOI0 MOBOIO Bif 25
ciuHsa 2008p.; OUiHOYHMIA NUCT A1 CTaHAAPTU30BAHOIO Ki/IbKICHOrO HEBPOJIOTiYHOTO OGCTEXEHHA Ta
OLiHKN (PyHKUIOHaNbHUX cucTeM Kypuke Ta po3LiMpeHol WKanu ANA OuiHKU cTaHy iHBanigusauii npu
po3cisHoOMy ckneposi, Bepcia 04/10.2 Big 2011 p., aHrAINCbKOKD MOBOI; 3pa3oK MapKyBaHHS
BTOPMHHOI Ta NEepPBUHHOI YNaKOBKU [OCAIgKYBaHOro fikapcbkoro 3aco6y SAR441344 150 mr/mn,
Bepcia 3.0 Big 25 nwoTtoro 2021p., yKpaiHCbKOK MOBOIO (AnA YacTuHu B - BigKpute nikyBaHHSA);
BK/IOUYEHHA A0[ATKOBOro MiCUA MPOBeAEHHA KAIHIYMHOrO AOCNIMKEHHA [0 NPOTOKO/Y KAiHIYHOro
JocnigxeHHa «PaHgomizoBaHe, noAgiliHe chine, nnaueb0-KoHTPoIboBaHe AOCAIMKEHHS dhasmn 2 A1 OLIHKK
edpekTnBHOCTI Ta 6e3nekn SAR441344, MOHOK/IOHA/IBHOrO aHTUTINa A0 aHTaroHicta CD40L, y naujieHTiB 3
peLmamByOUMM PO3CISHUM CKIIepo30M», Kog, aocnimpkeHHs ACT16877, sepcisa 1 Big 26 nuctonaga 2020 poky;
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cnoHcop - sanofi-aventis recherche & developpement, France (CaHodi-ABEHTIC peluepLl e AeBesiornMaH,
PpaHuis)
Ne MM.1.6. BignoBiganbLHOro gocnigHukKa
n/n Ha3Ba Micus npoBeAeHHSA K/iHIYHOro BUNPOGYBaHHS
1 O.M.H. KupuueHko A.l'.
KomyHanbHe HekomepuiiHe nignpuemcTtBo «Micbka KniHiyHa nikapHa Nel6x» [IHINPOBCLKOI MiCbKOi
paju, HeBpoJiorivyHe BiadineHHs, M. [Hinpo
3aaBHUK - TOB «CaHodi-ABEHTIC YKpaiHa»

43. 3miHa Ha3BU MicuA NpoBeAeHHs K/iHIYHOro BUNPOGyBaHHA [0 MPOTOKO/Y KNiHIYHOrO AOCNiAXEHHS
«BbaraToueHTpoBe, NoABiliHe cnine, paHaoMi3oBaHe, nnaueb0-KkOHTPOIbOBaHE K/iHIYHE gocimkeHHs 1 dhasm
4N ouiHKM 6e3nekn Ta edpekTnBHocTi EpTyrnicnosiny (MK-8835/PF-04971729) y aiTeld, Bikom Big 10 go 17
POKiB BK/1HOYHO, XBOPUX Ha LyKPOBWiA AiabeT 2 Tuny», Koa, AOC/iIKEHHS MK-8835-059, 3
iHKopnoposaHoto nonpaskoto 01 Big 11 yepsHA 2020 poky; cnoHcop - «Mepk Wapn EHA Joym Kopn.», fodipHe
nignpnemctBo «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.,
USA)

CTA/O

BY/NIO
nikap JloreiHos [.B.
KomyHanbHe nignpuemcTBo  «[JHINponeTpoBCbKa
obnacHa antava KniHiYHa nikapHsa»

[HinponeTpoBcbKOI 0b6nacHoi paau», BipgAineHHA
KapaiopeBmMaTtonorii 3 eHAOKPUHOJOriYHUMU
niXkKkamu, M. [IHinpo

nikap floreiHos [.B.

KomyHasibHe  MignpueMcTBO  «[HiNponeTpoBCbka
obnacHa antava KNiHiYHa nikapHs»
[HinponeTpoBcbkOi o6nacHoi paau», BipgAineHHA
BUCOKoOCHeLjianizoBaHOl neaiaTpuuHoi
gonomoru, M. [IHinpo

3asBHUK - TOBapMCTBO 3 06MEXEHO0 BiAnoBigasbHicTI0 «MC/L YkpaiHa»

44. OHOBEHWIA NPOTOKON KAiHiYHOro gocnimkeHHa APD334-301, 3 iHKOpnopoBaHoto nornpaskoio 4.0
BiA 22 rpypHa 2020 poKy, aHrnificbkoro MoBOIo; Bpouwypa gocnigHuka Etpacimopg, BugaHHs 8.0 Big, 09
nuctonaga 2020 pokKy, aHrNiicbKow MoBOK; IHchopmauiiiHuii nuctok Ta chopma 3rogu, Bepcis
V4.0UKR(uk)1.0 Big 04 ntotoro 2021 poky, nepeknag ykpaiHCbKoio MOBOIO Big, 08 6epe3HA 2021 poKy;
IHcbopmauniiiHuin nucTok Ta popma 3rogu, Bepcia V4.0UKR(ru)l1.0 Big 04 ntotoro 2021 poky, nepeknag,
pociiicbkolo MoBok Big 08 Gepe3HAa 2021 poky; Oocbe A[OCNigKYyBaHOrO NiKapCbKOro 3acooy
Etpacimop, Ta BignoBigHoro nnaue6o, Bepcifa 14 Big 10 nuctonaga 2020 poKy, aHrNificbKO0 MOBOLO 0
MPOTOKOJTY KNiHIYHOro AocnigpkeHHs «PaHgomizoBaHe, noagiiiHe cnine, nnaue60-KoHTPoIboBaHe, 52-TxHeBe
pocnimpkeHHs asu 3 A8 OuiHKM eheKTUBHOCTI Ta 6e3neYHOCTi 3acToCyBaHHA eTpacimopy B NauieHTiB 3
aKTMBHMM BUPA3KOBUM KOIITOM Bif, MOMIPHOI0 [0 BXXKOr0O CTYMEHS TAXKOCTI», kKog, gocnigpkeHHa APD334-301,
3 iHkopnoposaHoto nonpaskoto 3.0 Big 07 notoro 2020 poky; CNOHCOp - «ApeHa PapmacbkioTikans, IHK.», CLUA
(Arena Pharmaceuticals, Inc.), United States

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

45. 3miHa BignoBiganbLHOro AocnigHuKa B Micli nNpoBefeHHA BUNPOOYBaHHA; 3MiHa Ha3Bu MMB a0
NPOTOKONY KAiHIYHOrO AOCAIMKEHHSA «BigKpuTe po3wmnpeHe AOCMiMKEHHST eTpaciMogy B NauieHTiB i3
aKTVBHUM BMPAa3KOBUM KOJTITOM Bif, MOMIPHOr0 A0 BaXXKOro CTYMNEHS TSHXKKOCTI», Kog, AocnigxeHHs APD334-303,
3 iHkopriopoBaHoto nonpaskoto 2.0 Big 07 sitoToro 2020 poky; cnoHcop - «ApeHa ®PapmackloTikans, IHK.» (Arena
Pharmaceuticals, Inc.), United States

BYNO CTANO
nikap Mapkesuny LJ1. nikap Ckuoano C.A.
KuiBcbka  Micbka  KniHiyHa — nikapHa  Nel, | KoMyHanbHe  HekomepuiiiHe  MigNnpPUMEMCTBO
TepaneBTUYHE BigaineHHsa Ne2, M. Kuis «KuiBcbka  Micbka  K/iHiYHa  nikapHA  Nol»

BUKOHaB4Yoro opraHy KuiBCcbKOi MicbKoi pagu
(KuiBcbKOi MiCbKOi AepXaBHOI agMiHicTpauil),
TepaneBTUYHe BiaginieHHa No2, M. Kuis

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

46. LLlogeHHUK nauieHTa Ans o6iKy WoAeHHOro npuitioMy AocnigxyBaHoro npenapary koropta A — 25
Mmr, Bepcia 2.0 Big 12 6epe3Ha 2021 poKy, YKpaiHCbKOI MOBOLO; LLlogeHHMK nauieHTa gns o6niKy
LWoAEHHOro NPUOMY AoCiAKyBaHOro npenapary koroptu B/IC — 50 mr, Bepcis 2.0 Big 12 6epe3Hs 2021
POKY, YKPaiHCbKOI MOBOIO [10 MPOTOKOJY K/iHIYHOrO BUNpobyBaHHA «®dasza 2A, paHAoMi3oBaHe, NoABiiHe
cnine, nnawLebo-KOHTPOsIbOBaHe, 6aratoLeHTPoBe AOC/IMKEHHS 3 BUSHAUYEHHS ONTUMasIbHOT 4031 A1 OLiHKM
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6e3neyHocTi Ta echekTnBHOCTI NpenapaTy ATl 2173 y KombiHau,ii 3 TeHOGOBIpY AN30NpoKcuny ymaparom y
nawieHTiB 3 XPOHIYHO iHGpeKUieto Bipycy renatuTy B Ta y naujieHTiB 3 KoiH(peKLieto Bipycy renatuty D», Koz
pocnipkeHHa ANTT201, sepcia 1.1, Big 07 rpyaHa 2020 poky; crnioHcop - AHTioc TepaneBTike IHk., CLUA /
Antios Therapeutics, Inc., USA

3anBHUK - TOB «APEHCIA EKCIMN/TIOPATOPI MEAICIH», YkpaiHa

47. BK/IIOYUEHHA AO0AATKOBUX MiCub NpPOBEeAEHHA BUNPOOyBaHHA; 3MiHa HasBu MIMB Ta
BiANOBigaNbHOIO AocChigHUKA B Micli npoBeAeHHss BUNPOGYBaHHA [0 MPOTOKO/Y KiHIYHOMO
BMNPOOYBaHHA «baraToLeHTpOBE [AOBrOCTPOKOBE pO3LIMPEHE AOCAIMKEHHSA 3 OLHKM 6e3neyHoCcTi Ta
edhekTmBHOCTI Npenapaty GSK3196165 npu nikyBaHHi peBMaTOigHOro apTpuTy», KO4 AOCAimpKeHHS 209564,
Big 14 »oBTHA 2019 poky; cnoHcop - GlaxoSmithKline Research & Development Limited, United Kingdom

Ne MN.1.6. BignoBigaibHOro AocnigHnKa

n/n Ha3sBa Micus npoBefeHHS K/1iHIYHOro BUNPo6yBaHHS

1. | A.M.H., npod., 3aB.kach. CTaHicnaBuyk M.A.

KomyHanbHe HekomepuiliHe nignpueMcTBOo «BiHHMUbKA o6nacHa KniHiYHa AikapHa  iMeHi
M.l. Muporoea BiHHMLBKOT 061acHoi Pagn», BUCOKOCNeLiani3oBaHWii KNiHIYHWA LEeHTP peBMaTosorii,
oCcTeonoposy Ta bionoriyHoi Tepanii, M. BiHHUUSA

2. | B.M.H., npod. AumnLivH P.I.

KomyHasnbHe HekoMepuiiiHe nignpnemcTBo «O61acHa KiiHiyHa nikapHs IBaHo-PpaHKiBCbKOT 06/1aCHOT
pagv», pPeBMATOSIOrNYHE BigdiNeHHs, IBaHO-OpPaHKIBCbKMI HaUiOHa/IbHUI MeAUYHUIA YHIBEPCUTET,
Kadpeapa BHYTPIWHLOT MeamuuHn Nel, KAiHIYHOT iIMyHOSOriT Ta aneproorii iM. akagemika €.M. Heiika,
M. IBaHO-®paHKIBCbK

3. | K.M.H. KnigyHosa H0.0.

KomyHasnibHe HekomepuiiHe nignprmemctBo «Micbka nikapHs Ne9» 3anopisbkoi MICbKOi paaw,
TepaneBTMYHE BiAAi/IEHHSA, M. 3anopixKs

4. | o.M.H., npodp. MeHTiok H.O.

KoMyHaslbHE  HEeKoMepuiiiHe nignpueMCTBO  «BiHHMUbKa MiCbka K/iHIYHA  AikapHa  Nelw,
peBMaTtosioriyHe BigaineHHs, BiHHUUBbKNA HauioHaIbHWIF MeAnYHUiA yHiBepcuTeT iM. M.I. Muporoea,
kadpeapa nponefeBTUKN BHYTPIWHLOT MEAULMHW, M. BiHHMLSA

BYNO CTANNO
3aB.Big., LeneTtbko I.C. nikap TapaceHko O.M.
KomyHasnbHe HekomepLinHe nignpueMcTBO | KoMyHanbHe HekomepLiiHe nignpueMCTBO

«KuiBcbka Micbka  KiiHiuHa  nikapHs Ne  3» | «KuiBcbka Micbka KfiHiYHA  flikapHs  Ne  3»
BukoHaBuoro opraHy KuiBCcbkOi Micbkoi paan | BukoHaByoro opraHy KWIBCbKOT MiCbKOT paau
(KviBCcbKOT  MiCbkOi  aepxaBHOi  agMiHicTpauii), | (KMIBCbKOI  MICbKOT — AepXaBHOI  aaMiHicTpauii),
BigAaineHHa pesmaronorii, M. Kuis KapgionoriyHe BigAaineHHsA 3 nanaroro
iHTEHCMBHOI Tepanii B T.M. 3 NibKKamu
iH(papKTHOro Ta peBMAaTosIOriYHOro npodinto,
M. KuiB

3asBHYK - MignpremcTso 3 100% iHo3eMHoto iHBecTULjel0 «AVNK'IOBIA PAC YkpaiHa»

48. IHWni TekcT ana nauieHTiB (OSFT), Bepcis 1.0 Big 22 rpyaHA 2020 poKy YKpaiHCbKOK MOBOHO; IHLIKIA
TeKcT Aana nauieHtiB (OSFT), Bepcia 1.0 Big 23 rpyaHa 2020 poKy poCiliCbKOK MOBOIO [0 NMPOTOKONY
KMiHIYHOrO AocnifkeHHsA «KniHiyHe pocnifgxeHHsa dasn 2b, Ake OouiHIE eeKTUMBHICTL Ta 6e3neyHicTb
npenapaty TAR-200 y kom6iHaLii 3 LeTpenimabom, npenapaty TAR-200 y skocTi MOHOTepanii abo npenaparty
uetpeniMab y AKOCTi MOHOTepanii B y4aCHUKIB i3 M'A30BO-HEIHBA3UBHMM pakOM Ce4YO0BOro Mixypa BUCOKOro
CTyNeHs pUsKKy, L0 HE pearye Ha iHTpaBe3ukasibHe 3acTocyBaHHs bauunu Kanbmeta-I'epeHa (BLK), ki He
BIAMOBIfAIOTE KPUTEPIAM MPOBEAEHHS paavkasibHOT UUCTEKTOMIi abo He 6GakalTb 1i NpPOBOAUTM», KOG
pocnipkeHHs 17000139BLC2001, sepcisa 2.0 Big 25 BepecHs 2020 poky; cnoHcop - Janssen Pharmaceutica
NV («AHcceH DapmaueBTuka HB»), benbris

3aaBHnKk - TOBAPUCTBO 3 OBMEXEHOI BIAMNOBIJA/IBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLIVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

49. Nluct AnA nauieHTa WoAo0 3MiHU Micus NpoBefeHHA KNiHIYHOro BUMNpOOYyBaHHSA, Bif 19 GepesHA
2021p., aHrnificbKOK MOBOO, Nepeknaj, YKpaiHCbKOI Ta POCifiCbKOK MOBaMU [0 MPOTOKOY KIiHIYHOIO
pocnipkeHHa «OuiHka MpakTUYHOro AO0CBi4y NiALWKIPHOTO BBeAEeHHA aBTOiHXeKTopoM npenapaty AVTO02
nauieHTaM 3 akTBHUM PeBMAaTOIAHNM apTPUTOM Bif, MOMIPHOIO 0 TSXKKOrO CTYNeHs: BiAKPUTE, iHTEpPBEHLiiHe
KMiHIYHe JochimpkeHHs 6e3 KOHTPO/IbHOI rpyny 3 pas3or NofasibLIoro flikyBaHHA npenapatom AVTO02, wo
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nocTavyaeTbCcsa y nonepeaHbo HanosHeHoMy wnpuui (ALVOPAD-PEN)», ko gocnigpkeHHs AVT02-GL-303,
Bepcia 3.0 3 Monpaskot 2 Big 11 moTtoro 2020 p.; cnoHcop - «AnBoTek Ceicc Al» (Alvotech Swiss AG),
Liseiiuapis

3asBHIK - TOB «BOP/IABAINL KMIHIKA TPAINC YKP»

50. OHoBeHa Gpowypa gocigHuka ansa neptysymady (RO4368451), Bepcia 20 Big notoro 2021 p. go
NPOTOKOMIB  KAIHIYHMX BUMNpobyBaHb: «PaHgomizoBaHe, 6GaraToueHTpoBe, MOABiHe-cnine, nnaue6o-
KOHTPO/IbOBaHe AOCAIMKEHHS, Y SIKOMY MOPIBHIOTLCS XiMioTepania nalc TpacTty3dymad noc nnauebo ta
ximioTepanis nawc Tpactyaymab nawc nepty3ymad, Lo Npu3HavaloTbCs Yy SKOCTI af’toBaHTHOI Tepanii y
nauieHTiB 3 onepabenbHUM HER2-NO3WTUBHMM NEPBMHHMM PakOM MOJIOHHOI 3a103U», KOA, AOCAiAXEHHS
BIG 4-11/B025126/TOC4939g, Bepcia D Big 02 niotoro 2015 poky; «PaHOomizoBaHe My/bTULLEHTPOBE
BigkpuTe pocnigpxkeHHs 1l pasn ona NOpiBHAHHA pexunmis NikyBaHHSA TpacTy3yMab nsoc nepTysymao nsoc
TakcaHuW MNicns 3acToCyBaHHA aHTpauuk/iHiB Ta TpacTy3ymaby eMTaH3uHy nalc nepty3ymad nicns
3aCTOCYBaHHA aHTPaLUMKNIHIB B AKOCTI af, loBaHTHOI Tepanil y nauieHTiB 3 onepadensHum HER2-no3ntueHUM
NepPBYHHUM pakoM MOJIOHYHOI 3a/103U», Kog, AocnimpkeHHsa BO28407, sepcia 3 Big 30 nunHa 2015 p.;
«PaHpomizoBaHe, 6araTtoLeHTpoBe, BigkpuTe, gocnimpkeHHs Il hasum 3 gBoma rpynamu slikyBaHHSA 15 OLiHKN
(hapmakokiHeTuKN, edyeKTMBHOCTI Ta 6e3neks niawkKipHOro BBeAEeHHA hikcoBaHOT 003X KOMOGIHOBaHO!
nikapcbkoi hopMM nepTy3ymMady 3 TpacTy3ymaGoM B MoOefHaHHI 3 ximioTepanielo y nauieHtiB 3 HER2-
NO3UTMBHUM paHHIM pakoM MOJIOYHOT 3aU103U», KoA, focnimpxkeHHs WO040324, sepcid 2.0 Big 12 xoBTHA 2018
p.; «baraToueHTpoBe, B OAHIN rpyni CXemu MikyBaHHS, BiAKpUTe NPOAOBXEHE AOCNIMKEHHS NepTy3ymady B
pexumi MoHoTepanii abo y Kom6iHauil 3 iHWUMKXU NPOTUNYXIMHHMMK 3acob6amMu Yy Nauji€HTIB, WO paHiwe
npuiiMann y4dacTb Yy BUMNPOOYBaHHAX MepTy3ymady, CMNOHCOPOM SKMX BUCTyNasia KomnaHis Xoddman-/a
Pow», kog gocnigxeHHs MO29406, sepcida 3.0 Big 14 nuctonaga 2019 p.; cnoHcop - ®. XoddpmaHH-/18 Polu
Ntp (Hoffman La Roche Ltd), LLBeliyapis

3aaBHUK - TOBApPUCTBO 3 OOMEXEHOI0 BifNoBiAa/IbHICTIO «PoL YKpaiHa»

51. 3miHa Ha3BU Micusa NpoBeAeHHs KMiHIYHOro BUNPOOYBaHHSA Ta BifgnoBiganbHOro aociigHuka 10
MPOTOKOJTY KNiHIYHOro BMNPOByBaHHS «/[lofaTtkoBe GaraToueHTpoBe BigkpuTe gocnimxkeHHs Il hasn 3 meTor
OLjHKM O3aHimMoAy /19 NepopasibHOr0 NPMIOMYy NPW JliKyBaHHI MaLiEHTIB i3 CEePeAHbOTKKAM abo TSHKKUM
nepebirom xBopobu KpoHa B akTuBHIN chopmi», kog gocnimkeHHs RPC01-3204, pegaxuis 5.0 Big 03 BepecHs
2020 p.; cnoHcop - «CenmxeH IHTepHewHn Il Capn» (Celgene International Il Sarl), LLBeiiyapis

BYJIO CTAJIO

nikap MapkeBud L.J1. nikap Ckubano C.A.
ToBapucTBo 3 06MeXeHol BignosiganbHicTio | Megnunnii ueHTp «Ok!KniHik+» ToBapuctBa 3

«MixHapopgHwnii iHCTUTYT KNiHiUHMX | oOMexeHo BignoBiganbHicTio «MikHapogHuii
JocnimkeHb», Meanunuii UeHTp «OK!'KniHik+», | IHCTUTYT  KNiHIYHMX  gocnifmkeHb»,  BigAin
M. KuniB racTpoeHTeposiorii Ta renaronorii cralioHapHoro

BiggineHHs, m. Kuis

3asBHuK - TOBAPVICTBO 3 OEMEXXEHOIO BIAMOBIAANBHICTHO «Ml EC AN-YKPAIHA»

52. locbe pocnimxKyBaHoOro nikapcbkoro 3sacod6y GB004 (IMPD): Posgin "GB004 Drug Substance
(Alphora Research, Inc.)", pepakuis 2.0 Big 16 6epe3sHa 2021 p.; Po3sain "GB004 Drug Substance (Yuhan
Chemical, Inc.)", pepakuis 1.0 Big 16 6epesHa 2021 p.; Po3agin "GB004 Drug Product (GB004 60 mg
Film-coated Tablets)", pegakuisa 2.0 Big 16 6epe3Ha 2021 p.; Po3gin "GB004 Drug Product (GB004 60
mg Gastro-resistant Tablets)", pegakuis 2.0 Big 16 6epe3Hs 2021 p.; Po3gin "Drug Product (Placebo for
GB004 60 mg Film-coated Tablets)", pegakuia 2.0 Big 16 6epe3Ha 2021 p.; NofOBXKEHHA TEPMiHY
NpUAATHOCTI AOCAiAKYBaHOro JiikapcbKoro 3aco6y GBO004, 60 mr TabneTtku, BKPUTI NNiBKOBOIO
060/10HKOI0, [0 24 micAauiB; MofoBXeHHA TepMiHY NPUAATHOCTI AOCNIAKYBAHOIO J1iKapCbKOro 3acoty
GB004, 60 mr, TaGneTKkn racTpopesnCTeHTHi, A0 24 micAauiB; MoaoBXeHHA TepMiHYy NpPUAATHOCTI
nnauye6o A0 [AocnigKyBaHOro nikapcbkoro 3aco6y GB004, TaGneTku, BKPUTi NJ1iBKOBOKO 060J/I0OHKOIO,
[0 36 MicAWiB 40 NPOTOKO/Y KIiHIYHOIO focnifpkeHHs «baraToueHTpoBe, paH4oMi30oBaHe, NOABIAHO chine,
nnaueb0o-KoOHTpoNboBaHe AocnimkeHHs Il ha3n, ke NnpoBoAUTLCA 3 METO OUiHKM npenapaty GB004 npu
NiKyBaHHi 4OPOC/INX NaLEHTIB i3 Nerknm i cepefHbOTSHXKKMM nepebiroM BUpPa3koBOro KOITy B akTUBHI hopMix»,
koA pocnimpkeHHA GB004-2101, pepakuia 2.0, Monpaska 1.0, Big 21 xoBTHA 2020 p.; cnoHcop - «knbi 004
IHkopnopeliTea» [GB004, Inc.], CLLA

3asBHNK - TOBAPUCTBO 3 OEMEXEHOIO BIAMNOBIAANBHICTHO «Ml EC AN-YKPAIHA»

53. Jogatok po IHdopmauii gna naudieHta Ta hopmm iHhopMmoBaHOI 3rogu: 3roga Ha NMPOBeAEHHA
aflbTepHAaTUBHUX BIi3UTIB B pamKax fAocnifpkeHHA nig 4vac naHgemii COVID-19 ana YkpaiHn,
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aHrniicbkolo moBoto, Bepcis 1.0 Big 18 6epe3Ha 2021 p.; AopaTok Ao IHcopmauil gns nadieHta 1a
thopmu iHchopmoBaHOI 3rogu: 3roga Ha NPOBeAEHHS a/lbTePHATUBHUX Bi3UTIB B paMKax AOCAifKeHHs
nig yac naHgemii COVID-19 ana YkpaiHu, yKkpaiHCbKo MoBolo, Bepcia 1.0 Big 18 6epesHsa 2021 p.;
HJopatok pgo IHchopmauil ana nauieHta Ta dopmu iHpopMmoBaHOI 3rogu: 3rofa Ha MpPoBefEeHHSA
aNbTepPHATUBHUX Bi3UTIB B pamMmKax AOCNiMKEHHA Nig Yyac naHgemii COVID-19 gnsa YkpaiHu, pociicbKoto
MoBoOt0, Bepcia 1.0 Big 18 6epesHa 2021 p. 00 NPOTOKOJY KAiHIYHOrO AocnimkeHHs «PaHfomizoBaHe,
noZBiiiHe cnine, noAiliHe MackoBaHe, MaLebo-KOHTPOIbOBaHe, baraToueHTpoBe JochimpkeHHs dasm |l B
napanenbHUxX rpynax 3 MeTO OUIHKM e(eKTMBHOCTI, 6e3neyHOCTi Ta (papMakoKiHETUKM npenapary
UTTR1147A y nNopiBHsIHHI 3 Nnaue6bo Ta B MOPiBHSAHHI 3 Be0/1i3yMaboM Yy NauieHTIB i3 BUPA3KOBMM KOJITOM Bif,
MOMIPHOrO A0 TSDKKOrO CTYNeHs», kog, gaocnimkeHHss GA39925, Bepcis 6 Big 08 kBiTHA 2020 p.; cnoHcop -
Genentech, Inc., USA/ [)xeHeHTeK IHK., CLUA

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

54. 3miHa Ha3BM Micusa NpoBeAeHHs K/iHIYHOro BUNPOGYBaHHA Ta BignoBiganbHOro gocnigHuka no

MPOTOKOMY KMIHIYHOTO  AOChifpKeHHs «baraToueHTpoBe paHAoMi3oBaHe, MOABIMHO cnine, nnaueb6o-

KOHTpO/IbOBaHe AocnimpkeHHs Il hasu 3 MeTO0 OLiHKM 03aHiMoAy ANns NPUIoMY NepopasibHO NPV NPOBEAEHHI

iHOYKUIHOT Tepanii nauieHTam i3 cepefHbOTSHXKUM abo TSHKKMM nepebirom xBopobu KpoHa B akTMBHIA oopmMi

(mocnipxeHHs Nel 3 OuUiHKM IHAYKLiAHOT Tepanii)», kog gocnipkeHHs RPC01-3201, pegakuisa 5.0 Big 03

BepecHs 2020 p.; cnoHcop - «CengxeH IHTepHewHn Il Capn» (Celgene International Il Sarl), Lsenuapis
BY/NO CTAJIO

nikap Mapkesuy LJ1. nikap Cknoano C.A.
ToBapucTBo 3 O6GMeXeHOol BignosiganbHicTio | Meguunuii ueHTp «Ok!KniHik+» ToBapucTtea 3

«MixHapogHwuii iHCTUTYT KNiHiuHMX | oGMexeHolo BignosiganbHicTio «MixHapogHuii
pocnimpkeHb», MeauuHuii UeHTP «OK!KniHik+», | IHCTUTYT  KNiHIYHUX  AocnimkeHb»,  Bigain
M. Kuis racTpoeHTeponorii Ta renaTonorii

cTauioHapHoro BiggineHHa, M. Kuis
3asBHuK - TOBAPVICTBO 3 OEMEXXEHOIO BIAMOBIAANBHICTHO «Ml EC AN-YKPAIHA»

55. 3miHa Ha3BMu Micusa NpoBeAeHHs K/iHIYHOro BUNPOGYBaHHA Ta BignoBiganbHOro gocnigHuka no
MPOTOKOMY KMIHIYHOTO  AoChifpkeHHs «baraToueHTpoBe paHAoMi3oBaHe, MOABIMHO cnine, nnaueb6o-
KOHTpO/ibOBaHe focnimkeHHsA Il casn 3 MeTo OuiHKM o3aHimoAy A1 MepopasibHOro npuiiomy npu
NPOBEAEHHI MATPMMYHOUOI Tepanii nauieHTam i3 cepeaHbOTSHKKMM abo TSHKKMM nepebirom xBopobu KpoHa B
aKTMBHIV dpopmi», kog aocnigpkeHHs RPC01-3203, pegakuisa 5.0 Big 28 cepnHsa 2020 p.; cnoHcop - «CengxeH
IHTepHewHn Il Capn» (Celgene International 1l Sarl), Lseliuapis

BY/NO CTAJIO

nikap Mapkesuu L11. nikap Cknoano C.A.
ToBapucTBo 3 OGMeEXeHOl BignosiganbHicTio | Megnunuii UueHTp «Ok!KniHik+» ToBapucTtea 3

«MixHapogHwuii iHCTUTYT KNiHiYHUX | OOMexeHo BignoBiganbHicTio «MikHapogHuii
JocnimpkeHb», MeguuHuii LeHTP «OK!KniHik+», | IHCTUTYT  KNiHIYHUX  AOCNiMKeHb»,  BigAiNn
M. KniB ractpoeHTeposiorii Ta renaronorii crauioHapHOro

BigAiNneHHs, M. Kuis
3asBHVK - TOBAPVCTBO 3 OBEMEXXEHOHO BIAMOBIAANBHICTHO «IMl EC AU-YKPAIHA»

56. 3miHa KoHTpaKTHOI ocnigHMLbKOT opraHisauii, ki genieroBaHo 060B’sA3KM Ta PYHKLiT, NOB’A3aHi 3
MOHITOPMHIOM B Micuax npoBegeHHss KB o npoTokony kniHiyHoro BunpobyBaHHs «[loAgiiiHe chine,
paHgomizoBaHe, nnauebo-koOHTPoNboBaHe [AOC/IMKEHHA A1 OUiHIOBaHHA BMNAVMBY 403U Ta 6Ge3neyHOCTi
NepopasibHOr0 3aCTOCYBaHHS HIHTEAAHIGY nNpoTAroM 24 TWXKHIB Ha (OOHI CTAHOAPTHOrO JliKyBaHHSA, 3
NOAaUTbLUNM BiZKPUTMM NiKyBaHHSIM HIHTEAaHiboM pi3HOT TPUBAUTOCTI y AiTel Ta mignitkiB (Bikom Big 6 go 17
POKiB) 3 K/IHIYHO 3HAYYLLMMMK PIBPO3YHUMMY IHTEPCTULINHMMMW 3aXBOPHOBAHHSAMM SIEr€Hb, K04, AOCNIIKEHHS
1199-0337, Bepcis 2.0 Big 19 yepsHsa 2020; cnoHcop - Boehringer Ingelheim RCV GmbH & Co KG, ABcTpist

BY/NO CTAJIO
HaiimeHyBaHHA topugnuHoi oco6u: DOCS | HalimeHyBaHHSA opugu4vHoi oco6u: IQVIA Ltd.
Resourcing Ltd. M. I. B. koHTakTHOT oco6u: Kelly Little.
M. I. B. KOHTaKTHOT ocoou: Marija Buchholz. MicuesHaxomxeHHs: 3 Forbury Place, 23 Forbury

MicuesHaxomkeHHA: South County Business | Road, Reading RGI 3JH, OG’egHaHe
Park Leopardstown, Dublin 18, D18 X5R3, | KoponiBcTBO.

Ipnanpgis. KoHTakTHU  TenechoH: +65 9030 2803,
KoHTakTHui TenedioH: 001 919 294-2092 kelly.little@iqvia.com.
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3anBHUK - TOB «OKYMEAC» («CIA JOKYMELC»), Natsis

57. 3miHa BignosiganbHOro AocnigHMKa B MicLii NpoBeAeHHs1 BUNPOOYBaHHA [0 NPOTOKo/y «Bigkpure,
Gararorpynose OCNiAXKeHHS ha3n 1/2 3 MeTol BMBYEHHA 6e3MeyYHOCTi, NepeHOCUMOCTI, papMaKoKiHETUKN,
6i0/10riYHOT Ta KNiHiYHOT akTMBHOCTI Npenapaty AGEN1884 B kombiHauii 3 npenapatom AGEN2034 y naLieHTiB
3 MeTacTaTMyHUMy abo MiCLEeBO-PO3NOBCIOAKEHNMMN CONIAHUMMU NYX/IMHAMU Ta PO3LUMPEHHS 3aCTOCYBaHHA Ha
06paHi BUaAM CoNigHUX NyxXanH», kog gocnimpkeHHs C-550-01, 3 iHKOpnopoBaHo nonpaekoto 5 Bifg, 26 BepecHs
2019 poky; cnoHcop - «AmpkeHyc IHK.» (Agenus Inc.), CLLA
BY/NO CTANO

K.M.H. KnimaHoB M.FO.] nikap TapaceHko T.€E.

MeauuHuii  LUEHTP ToBapucTBa 3 O06MexeHow | MeanuHuii  LeHTp TOoBapucTBa 3 OOMEXEHOH

Bi4MNOBiAaIbHICTIO «MeAnuHa KiiHiKa «IHHOBaLjis», | BiANOBiJa/IbHICTIO «MefguyHa KniHika «IHHOBaLis»,

BiAiNeHHs  ximioTepanii,  KuiBcbka o06nacTb, | BiadineHHa  ximioTepanii, KuiBcbka — 06nacTb,

BuLLropoACkKniA palioH, c. JIH0TiX BuLuropoackkuii paiioH, c. JIHoTixX
3asBHYK - MignpremcTBo 3 100% iHo3eMHoto iHBecTULjel0 «AVK'HOBIA PAC YkpaiHa»

58. Bpowypa pgocnigHuka INCMGAO00012, BugaHHsa 7 Big 10 nuctonaga 2020 poKy, aHrNificbKoto
MoBOl10; IHhopmaLiiHMii nucToK i popma 3rogu, Bepcia V3.0UKR(uk)1.0 Big 08 6epe3Hsa 2021 poky,
nepeknaj ykpaiHCbKo MOBOIO Big, 25 Gepe3Hsi 2021 poky; IHchopmauiiiHuii nucTok i chopma 3roam,
Bepcia V3.0UKR(ru)1.0 Big 08 6epe3Ha 2021 poKy, nepeknag pocilicbKolo MOBOIO Bif, 26 6epe3Hs 2021
POKy [0 NPOTOKO/Y KAiHIYHOrO BUNpPobyBaHHA «PaHgomizoBaHe, NogBiiiHe cnine gocnimKeHHs dasmn 3 4ns
OUjiHKM XimioTepanii npenapartamMu Ha OCHOBI MaTUHK y koM6iHauii 3 npenapatom INCMGAO00012 a6o 6e3
HbOr0 B AKOCTI Tepanii nepwoi NiHil npy MeTacTaTUYHOMY MNIOCKOKNITUHHOMY | HEemnjoCKOKAITUHHOMY
HeapibHOKNITMHHOMY paky nereHis (POD1UM-304)», kog gocnigkeHHs INCMGA 0012-304, sepcisa 1 Big 14
nncrtonaga 2019 poky; cnoHcop - Incyte Corporation, United States

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

59. Bpouwypa gocnigHuka K-877 (nemacpiopar), BugaHHa 8 Big 29 nunHa 2020 poKy, aHrNiNCbKOLO
MoBoto; JopaTtkoBa iHhopmoBaHa 3rofia ydyacHuUKa Ha BignpasBfieHHA AOCAiAKyBaHOro npenaparty
ydyacHuky goaowmy, sepcia V1.2UKR(uk)1.0 Big 12 ciuHa 2021 poky, nepeknag yKpaiHCbKOI MOBOIO Bif,
15 nwortoro 2021 poky; JoaaTtkoBa iH(hopMmoOBaHa 3roaa yyacHUKa Ha BignpaB/ieHHs [OCAigKyBaHOro
npenapary y4yacHuky gogomy, Bepcia V1.2UKR(ru)1.0 Big 12 ciuHAa 2021 poKy, nepeknag, pocCilicbKoto
MoBolo Bif, 15 noTtoro 2021 poky; dopma niagTBEPAKEHHA OTPUMaHHA /13 yyaCHUKOM AOCAigKEeHHS,
Bepcifa 1.2 Big 12 ciuHa 2021 pokKy, nepeknapg ykpaiHCbKo MOBOIO Big 12 niotoro 2021 poky; dopma
niaTBepMAKeHHs1 oTpumMaHHA [AJ13 yyacHMKOM pocnigkeHHs, Bepcia 1.2 Big 12 ciuHa 2021 poky,
nepeknag pociicbKold MOBOK Big 12 nwoTtoro 2021 poKy [0 MNPOTOKONY KAIHIYHOTO AOCHIAKEHHS
«3acTocyBaHHs neMacdpiéparty 4/151 3MEHLLEHHS CEPLEBO-CYANHHNX YCKTaAHEHb 3a PaxyHOK 3HVXEHHST PiBHS
Tpurniuepuais y nauieHTiB i3 LyKpoBUM giabeTom», Kog gocnimpkeHHs K-877-302, Bepcist 3 3 iHKOPNOpoOBaHOH
nonpaskoto 2 Bif 18 6epesHs 2020 poky; cnoHcop - Kowa Research Institute, Inc., United States

3anBHWK - MignpuemcTBo 3 100% iHO3eMHolo iHBecTULieo «ANK'IOBIA PAC YkpaiHa»

60. 3miHa BignosigasbHOro AocnigHUKa B Micui NpoBeAeHHA BUNPOOGYBaHHA; YTOYHEeHHA Ha3su MIMNB
[0 NPOTOKO/Y K/IHIYHOrO JocnimkeHHss «PaHgomizoBaHe, nnaueb0-KOHTPO/IbOBaHe, MOABIHE crine
pocnimpkeHHsa casu |, wo nposoanTbCca B 4 rpynax i3 nigbopom 03 i3 METOH OUiHKU edeKTUBHOCTI Ta
6e3neyHocTi npenapaty SHR0302 nopiBHAHO 3 naauebo B NauieHTIB i3 akTMBHUM BMPAa3KOBMM KOJIITOM Bif
cepefiHboro [10 TAXKOro CTyneHs», ko4 gocnimpkeHHa RSJ10101, sepcisa 3.0 Big 31 nvnHa 2019 poky; cnoHcop
- PeictoyH Biodpapma KomnaHi flimitea (Reistone Biopharma Company Limited),China
BYNO CTANO

nikap Mapkesuy L.11. nikap Ckubano C.A.

KomyHanbHe HekomepuiliHe nignpuemctso | KOMyHasibHe  HeKkomepuiiiHe  niANPUEMCTBO

«KniBCcbKa MicbKa KniHiuHa nikapHa Nel», | «KKuiBcbka MicbKa KniHiuHa nikapHa  Nel»

TepaneBTuYHe BigaineHHa Ne2, M. Knis BUKOHaBYOro opraHy KuiBCbKOi MiCbKOi paau
(KniBcbKOi MiCbKOi pgep)xaBHOI agMiHicTpauil),
TepaneBTuyHe BiaaisieHHs No2, M. Kuis
3aaBHUK - NignpremMcTBo 3 100% iHo3eMHOK iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»
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61. 3miHa BignoBiganbLHOro gocnigHuka; 3MmiHa Ha3BU MicLA NpoBeAeHHA BUNPOOYBaHHSA [0 NPOTOKOY
KMiHIYHOTO JocnifmxeHHs «baraToueHTpoBe, paHAOMi30BaHe, MOABiHE cnine, naaueb0-KoOHTpOosboBaHe
JocnimpkeHHs 2 dhasn y napanenibHUX rpynax 3 ouiHkM edhekTMBHOCTI Ta 6e3neku ST-0529 y naujieHTiB 3
NOMipHMM ab0 BUCOKOAKTUBHMUM BUPA3KOBUM KONITOM», KOA AocnigpkeHHa CYC-202, sepcia 3.2 (ROW) Big 14
ciuHa 2021 p.; cnoHcop - CabnimiTi TepanbioTike (Xong Ko.) /114., Ipnangia (Sublimity Therapeutics (Hold Co)
Ltd., Ireland)

BYNO

nikap Mapkesuu LJ1.

MeguuHuii ueHTp «Ok!KniHik+» TOBapucTBa 3

CTAJIO

nikap Ckunoano C.A.

Meanuunii  ueHTp «Ok!KniHik+» ToBapuctBa 3

06GMEeXeHOI0 BiAnoBiganbHICTIO «MikHapogHuii | OOMEXEeHO  BiAMoBiAa/IbHICTIO  «MiXHapOAHWI
iHCTUTYT KNiHIYHNUX JOCAiAKEHb», TepaneBTUUHe | IHCTUTYT KMIHIYHUX LOCIOXEHb», BIAAIN
BiAZiNIeHHA 3 racCTPOEHTEPO/IOriYHMMM NidKKaMu, | FacTpoeHTeponorii Ta renaronorit

M. Knis cTauioHapHoro BigaineHHs, M. Kuis

3aaBHuK - TOB «MB KBecT», YkpaiHa

62. 3miHa BignoBiganbHOro focnigHuKa A0 NPOTOKO/Y K/iHIYHOIo A0CNiXeHHs «PaHaomizoBaHe noagiliHe
cnine pocnimkeHHs 1l ha3n 3 ouUiHKM eddeKTMBHOCTI Ta 6e3neyHocTi 3acTocyBaHHss OSE-127 B MOPIBHSAHHI 3
nnauebo y nauieHTiB 3 akTMBHMM BMPA3KOBMM KOITOM CepefAHbOro abo BaXKOro CTYMEHS TSHKKOCTI, 3
HeehEeKTUBHICTIO YM HENEepPeHOCUMICTIO MOoNepefHbOro JikyBaHHA», Kof JocnimpkeHHs OSE-127-C201,
ocTartoyHa Bepcia 1.0 Big 15 uepsHA 2020 p.; cnoHcop - OCE ImyHoTepanbtoTikc, CA, ®PpaHuia (OSE
Immunotherapeutics, SA, France)

BYNO

CTA/O

nikap MapkeBund /1.

MegnuHuin  ueHTp «Ok! KniHik+» ToBapucTBa 3
0OMEXeHo  BignoBiganbHiCcTIO  «MikHapogHuiA
IHCTUTYT KNiHIYHMX LocCnimKeHb», Big4in

racTpoeHTeposiorii Ta renaronorii crauioHapHOro

nikap Ckuoano C.A.

MepguuHnii ueHTp «Ok! KniHik+» ToBapucTBa 3
oOMexeHo  BiANoBigasbHICTIO  «MiXHapoAHWUIA
IHCTUTYT KNiHIYHUX OOCNigKeHb», Bigoin
racTpoeHTeposiorii Ta renartosiorii ctauioHapHOro

BigAineHHs, M. Knis BiAAiNeHHs, M. Kuis

3asaBHUK - TOB «MB KBECT», YkpaiHa

63. MopoBXeHHA TepMiHY NPOBEAEHHA KMIHIYHOrO BuUNpPoGyBaHHA B YKpaiHi go 30 nucrtonaga
2021 p. OO NPOTOKO/Y KIHIYHOTO BUMNpPObYyBaHHA «Bigkpute 6GaratoueHTpoBe pocnimkeHHsa asu I/
TasemeTtocTary (iHriGiTop rictoH meTuntTpaHcdepasu EZH2) sik MoHOTepanisl y NaujieHTIB i3 NOLWMPEHNMMU
conigHUMM NyXsiMHaMm abo B-KNiTMHHUMKU niMdboMamMu, a TakoX TazemeTocTaT Yy KomGiHauil 3 NpeaHi30/1I0HOM
y NaLjeHTIB i3 AMdIYy3HO B-BENNKOKNITUHHOW niMdoMoto», koA gocnigpkeHHst E7438-G000-101, 3 nonpaBKo
11 Big 24 BepecHs 2018 p.; cnoHcop - Enisum, IHK., CLUA (Epizyme, Inc., USA)

3asBHUK - TOB «MB KBecT», YkpaiHa

64. OHoBneHa Bpouwypa gocnigHuka [JNJ-67896049 | ACT-293987 | NS-304 UPTRAVI® (cenekcunar)],
Bepcia 16 Big 02 motoro 2021 p. 4O NPOTOKO/Y KNiHIYHOTO BUNPoByBaHHA «[lOBrOCTPOKOBE BigKpuTe
JocnigpkeHHs 6e3 KOHTPONBLHOT rPyNy A1 OLiHKM 6e3neyHoCTi Ta NepeHOCUMOCTI npenapaTty cenekcunar
(ACT-293987) y nauieHTiB 3 JIereHeBOI apTepiasibHON rinepTeHsielo», kogh AocrimkeHHss AC-065A303
GRIPHON OL, giiHanbHa Bepcia 9 Big 6 motoro 2019 p.; crnoHcop - AktenioH ®apmacbloTikans /114,
LLseiiyapis

3asaBHuK - TOB «MB KBECT», YkpaiHa

65. OHoBeHa 6polwypa gocnigHuka Bepcia 7.0 Big 01 noToro 2021 poky [0 NPOTOKOSY K/IiHIYHOrO
BUNpoByBaHHA «AfanTnBHe, 6araToLeHTPoBe, BiAKpUTe AOCNIIKEHHSA 3 OLiHKM 6€3Ne4YHOCTi, NepeHOoCUMOCTI,
ehbeKkTUBHOCTI Ta (hapMakoKiHETUKM BHYTPILLIHbOCYrN060BMX iH'ekUili npenapaTy AMB-05X y nauieHTiB 3
TEHOCKHOBIaNIbHOO TraHTOKNITUHHOK MYX/IMHOK KOJTIHHOIO cyrnobax», kog, gocnimpkeHHs AMB-051-01, Bepcis
1.2 Bipg, 17 BepecHa 2020; cnoHcop - AmMax Bio., Inc. («kAMMakc bio., IHK.»), USA (CLLA)

3asnBHuK - TOB «E[xiH», YKpaiHa

66. BK/IlOUEHHA [04ATKOBOro MicusA NMpoBefeHHA KiHIYHOro BuUnNpoo6yBaHHsi; OHOBNEeHa Gpowypa
pocnigHuka Bepcia 7.0 Big 01 notoro 2021 poKy A0 NPOTOKOY KAiHIYHOrO BUNPOOYBaHHA «AfanTuBHE,
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BiAKpUTE JocCnimKeHHsA 2 (pa3n 3 3aCTOCYBaHHAM MHOXWHHUX A03 3 X 36i/1bLEHHAM, WO NpoBOANTLCA AN
OUiHKM edeKTUBHOCTI, 6e3nekun, nepeHocnMocTi Ta dhapMakokiHeTukn AMB-05X npy BHYTPILLHEOBEHHOMY
BBEJEHHI Yy NauieHTIB 3 TEHOCUHOBIA/IbHOK TraHTOKIITUHHOK MYX/IMHOK», KOA4 AocnigxkeHHs AMB-051-02,
Bepcig 1.1 Big 12 nuctonaga 2020; cnoHcop - AmMax Bio., Inc. («kAMMakc bio., [HK.»), CLLUA

Ne MN.1.B. BignoBsiganbHOro gocnigHuka

n/n Ha3ga Micus npoBeAeHHsA K/iHIYHOro BUNpPo6yBaHHSA

1. K.M.H. Boiiuyk C.I.

HaujioHanbHWA IHCTUTYT paky, HayKoBO-AOC/iAHE BIAGIIEHHS OHKoopTOnegii, Myx/uH LKipu Ta

M’AKUX TKaHWH, M. Knis

3anBHuK - TOB «E[xiH», YKpaiHa

67. OHOBMEHUA NPOTOKON  KAiHIYHOrO BunpoGyBaHHA M14-431 3 iHKOpNOpPOBaHUMMU
AamiHicTpatuBHumMu 3miHamu 1 1a 2 i MonpaBkamu 1, 2, 3, 4, 5 Ta 6 Big 24 BepecHA 2020 poky; 3MiHa
agpecu 3asiBHMKA KMiHIYHOro BUNpooyBaHHA - «E66BiI Biothapmacblotikans M'm6X», LWBeiiyapia go
NPOTOKONY KAiHIYHOTO AocnigXeHHs «baraToueHTpoBe, paHAoMi3oBaHe, noAgiiHe cnine, nnaue6o-
KOHTPO/IbOBaHe [AOCAIMKEHHS iHAYKUIMHOT Tepanii ANns BUMBYEHHS ed)eKTUBHOCTI Ta 6Ge3neyHoCTi
YnagauuTtuHioy (ABT-494) y nauieHTiB 3 XBopo60to KpoHa Bif, cepeHbOBaXKOT 4,0 BaXKKOT (DOPMU aKTUBHOCTI,
y SIKMX BUHWK/A HeaJekBaTHa BiAnoBigb Ha 6ionoriyHy Tepanito abo ii HenepeHoCUMICTb», Kog, AOCiAKEHHSA
M14-431, iHkopnopoBaHuii nonpaskamu 1, 2, 3, 4 1a 5 Big 29 kBiTHA 2020 poky; cnoHcop - AbbVie Inc., USA

BY/NO CTAJIO
Heiixowtpacce 23, 6341 M. Baap, LUBeiiuapia | AnbTte LUTaiiHxay3epwTpacce 14, 6330 Xam,
(Neuhofstrasse 23, 6341 Baar, Switzerland) WBenyapisa (Alte Steinhauserstrasse 14, 6330
Cham, Switzerland)

3anBHuK - «EB6BI BiothapmachkoTikan3 TM6X», LLseliLapisa

68. MpoTtokon kniHiyHoro pocnigkeHHsa 16T-MC-AMAM 3 iHkopnopoBaHoto nonpaskoto (b) Big 18
rpygHa 2020 poky; IHopmauisa gna naudieHTa gocnigpkeHHsa ta dopma IHhopmoBaHoi 3rogun ansa
BUKOPUCTAHHA B YKpaiHi, Bepcisfi Ne 6.0 yKpaiHCbKOIO Ta pOCiiiCbKOIO MOBamMu Big, 26 noToro 2021 poky;
JOBigHNK ydyacHMKa A[OCNIgKEHHA 3 BUKOHAHHA BIi3UTIB, Bepcia 2 Big 24 uepBHA 2020 poky
yKpaiHcbKoto Moot (AMAM-UA-UK-VISIT-GUIDE-V2-PA1-06/24/2020); KepiBHULTBO 3 Bi3uUTIB AN
yuyacHuKa AocifkeHHs, Bepcifa 2 Bif 24 uepBHsa 2020 poKy pociiicbkoto moBoto (AMAM-UA-RU-VISIT-
GUIDE-V2-PA1-06/24/2020) no npoTOKoNy KNiHiYHOro BunpobyeBaHHA «BaraToueHTpoBe, PaHgomi3oBaHe,
MogagiliHe cnine, MNnaye6o- Ta AKTUBHO- KoHTpoiboBaHe JocnimkeHHs [l ®a3n gna OuiHkn EdpekTuBHOCTI Ta
BesneuHocTi 3acTocyBaHHA MipikisyMaoy y NaujieHTiB i3 XBopo60to KpoHa MomipHoro Ta Tsxkkoro Mepebiry»,
Ko pocnimpkeHHs 16T-MC-AMAM, 3 iHKopriopoBaHoto nonpaskoto (a) Big 08 kBiTHA 2020 poky; cnoHcop - Eni
Ninni eHg Komnaxi, CLLA

3anBHuK - «Eni Ninni Boctok CA», LLBeliLapis

69. OHOBJ/IEHMI OCHOBHMUIA KNiHiYHMII npotokon PLATFORMPACRD2001; 2 cha3a 3 nonpaBKolo 2 Big
17.09.2020 p. Ta OHOBJ/IeHHUI [opaToK wono cneyudpiyHOro meToay JiKyBaHHA 3 KOHKPETHUM
npenaparomM npoTokosly 67864238PACRD2001; 2a ¢pa3a 3 nonpaBkoto 3 Big 17.09.2020 p; OHoBneHwuii
OCHOBHMIA KniHiuHMii npotokon PLATFORMPACRD2001; 2 cha3a 3 nonpaBkoto 2 Big 17.09.2020 p. Ta
OHOBJ/eHHUI loaaTok Wwoao cneundiyHoro metToay NikyBaHHA 3 KOHKPETHUM NpenapaTom NPOTOKoy
67864238PACRD2001; chasa 2a 3 nonpaBkoto 4 Big 14.12.2020 p.; Bpowypa AocnigHuka JNJ-67864238,
BugaHHa 3.0 Big 30.11.2020; LlogeHHUK yyacHuka pocnimpkeHHA SCARLET Subject Diary Card
(Ukraine-Ukrainian) 25MAR2020 FINAL Version 2.0, yKpaiHCbKOIO MOBOK Anis1 YKpaiHu Big
25.03.2020p.; LLlopeHHUK ydacHuka gocnigxeHH SCARLET Subject Diary Card (Ukraine-Russian)
03Mar2020 FINAL Version 2.0, pociiicbkoto moBoto ans YkpaiHu Big 03.03.2020p.; LLlopeHHUK yyacHMKa
[OocnipkeHHsA 3 iIHCTPYKUi€lo 3i 360py 3pas3KiB Kasly B AOMallHix ymoBax, Fecal Diary Card (Ukraine-
Ukrainian) 21APR2020 FINAL Version 2.0, yKpaiHCbKOIO MOBOI A1 YKpaiHu Big 21.04.2020p.;
LLloaeHHUK yyaCcHUKa AOCiAKEHHs 3 IHCTPYKLUiE0 3i 300py 3pas3kiB Kasly B goMaluHix ymoBax, Fecal
Diary Card (Ukraine-Russian) 24APR2020 FINAL Version 2.0, pociiCbKOIO MOBOIO A1 YKpaiHu Big
24.04.2020 p. A0 NPOTOKOMY KAIHIYHOrO AocCnimpkeHHs «baraToueHTpoBe, paHAoMi3oBaHe, NoAgiiHe crine,
nnaueb0-KOHTPO/IbOBaHE K/iHIYHE AochifkeHHsA-nnaTopma 2 ¢asn, Wo BMBYAE eqeKTUBHICTL Ta
6e3neyHiCTb NiKkyBaHHA NauieHTiB 3 aKTUBHOIO XBOPO60t0 KpoHa Bif NOMIPHOro [0 BaXXKOro CTYMNEHS TSXKOCTI.
PRISM. OcHoBHWiA KniHiYHMIA npoTokon PLATFORMPACRD2001. [ogaTok WoAo crneuudiyHoro metoay
NiKyBaHHS 3 KOHKPETHUM NpenapaTom 40 OCHOBHOrO K/liHiYHOro npotokony PLATFORMPACRD2001, PRISM-
SCARLET. TMpotokon 67864238PACRD2001, 2a dchasa», kog pocnigpkeHHs PLATFORMPACRD2001,

24



67864238PACRD2001, 3 nonpaskoto 1 Big 13.11.2019 p., 3 nonpaskoto 2 Big 13.11.2019 p.; cnoHcop -
«AHCCEH ®APMALIEBTUKA HB», Benbris
3asBHuK - « AHCCEH ®APMALIEBTVIKA HB», benbris

70. OHOBNEHUIA NPOTOKON KAiHiYHOro gocnimkeHHA Ne 05, Bepcis 1 Big 10 rpyaHs 2020p., aHriNCbKOKO
moBoto. NMucbmoBa iHhopMalifa ans nauieHTa - goAaTkoBa NUCbMoBa iHopmauis nauieHTa Ansa
NPOAOBXEHHS yyacTi Y BiAKpUTOMY nepiogi Ans nawieHTiB, AKi [OCArNN NOBHOMITTA, Bepcia Ne3 Big 28
ciyHAa 2021p., aHrniiicbkoto moBolo; IHchopmauis gna nauieHta ta cdopma iHhopmoBaHOI 3roau.
JAopatkoBa hopma 3roau AN NPOAOBXKEHHS yyacTi y BigKpUTOMy nepiogi aAnsa nayieHTiB, siki gocarnm
NOBHONITTA, Bepcia ana YkpaiHn Ne4 Big 12 nwotoro 2021p. yKpaiHCbKOKO MOBOI (Ha OCHOBI
MucbmoBol iHthopMauii ana nayieHTa - gogaTKkoBa NMCbMoOBa iHhopmauis nauieHTa gNns NPoAOBXEHHSA
yyacTi y BiAKpUTOMY nepiogi Ana nauieHTiB, AKi JOCArIN NOBHOMITTA Bepcii Ne3 Big 28 ciuHa 2021p.
aHrniicbKo MoBo10.); IHchopmauis gnsa nauyieHTa Ta oopma iHchopmoBaHoi 3rogu. JogaTkoBa hopma
3roau ANns NPOAOBXEHHA yUacTi y BigKpMTOMY nepioai ANA nauieHTiB, AKi AOCATrNM NOBHONITTA, Bepcis
Ansa YkpaiHu Ned Big 12 noTtoro 2021p. pociiicbkolo MoBOIO (Ha ocHoBi MucbmoBoi iHchopMmauii gna
nauieHTa - gogartkoBa nNUcbMmoBa iHthopmauis nauieHTa A NMPOAOBXEHHSA y4yacTi y BigKputomy
nepioai AnA NauieHTIB, AKi JOCATNN NOBHOMITTA Bepcii Ne3 Big 28 ciuHA 2021p. aHrMiiCbKOK MOBOIO)
00 MNPOTOKO/Y KIIHIYHOTO [OCMIMKEHHS «[lBOXpiYHE 6GaraToueHTpPOBE paHAOMi30BaHe MoAgiliHe chine
nnaue60-KOHTPOIbOBaHE AOC/IMKEHHSA B MapasieflHUX rpynax 3 MEeTOK OUIHKM eeKTUBHOCTI, 6e3neku,
NepeHoCMMOCTI Ta hapMakoKiHETUMHUX BNACTUBOCTEN TepudiyHOMigy nNpy nepopasibHOMY MpuiioMi oanH
pas Ha o6y y giteit 3 peunameyounmmn dpopmamm po3cistHOro CKIeposy 3 Nepiogom BigKpUTOro NofasibLLIoro
NikyBaHHs», KoA, gocnimpkeHHs EFC11759, npotokon Ne 04, Bepcis 1 Big 11 BepecHa 2019p.; cnoHcop -
Genzyme Corporation, USA ()xeH3alim KopriopeiiwwH, CLUA)

3aaBHUK - TOB «CaHodhi-ABEHTIC YKpaiHa»
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