JopaTtok

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJMIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne09 Big 13.05.2021,
HTP Ne16 Big 13.05.2021, Ha siki 6y/i1 oTpUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «OujiHI0BaHHSA epeKTUBHOCTI Ta 6e3ne4HOCTi o4HUX Kpanenb T4030 NnopiBHAHO 3 0AHOA4030BUM NPenapaToM
MaHGopT® y NawjieHTIB i3 O4HOIO riNepTEH3IE abo rnaykomor», Koa aocnigkeHHs LT4030-301, sepcis 1.0 Big,
21 BepecHs 2020 poky, cnoHcop - Laboratoires THEA, France

®asza - Il

3anBHWK - MNignpuemcTso 3 100% iHo3eMHolo iHBeCTULje0 «AK'IOBIA PAC YkpaiHa»

Ne M.1.6. BignoBigabHOro AocnigHMKa
n/n Ha3Ba MicLs NpoBeAEHHSA KNiHIYHOro BUNPOBYBaHHS

1 | nikap Moex B.J.

JikyBaU1bHO-AiarHOCTUYHWIA LLEHTP NPUBATHOrO NiANPUEMCTBA NpMBaTHa BUPO6HMYA hipMa «ALMHYC»,
M. KponmMBHULIbKIIA

2 | 3aB. BiggineHHam Cuaop P.B.
KomMyHasibHe nignpuemMcTBo «BosiMHCbKa ob6nacHa KiiHiYHa nikapHsa» BonnHCLKOT 06nacHoi pagu,
odTanbMOosIorivyHe JlikyBas/IbHO-AIarHOCTUYHE BigAiNneHHs, M. JlyubK

3 | nikap HikitiHa /1.0.
ToBapnCcTBO 3 0GMEXEHOH BiAMOBIJANBHICTIO «MeauyHuin ueHTp OdhTanbmikax», BigdiNeHHs CITKIBKY,
M. XapkiB

4 | A.M.H., npod. 3aBropoaHsa H.I".
MeganuHuii ueHTp ToBapucTBa 3 OOMEXEHOK BifNOBIAa/ILHICTIO «Bidyc», NiKyBaslbHO-AiarHOCTUYHE
BigaineHHsa Nol, M. 3anopixxsa

2. «BigkpuTe gocnigpkeHHs NpoaoBxeHHs dasu Il gnsa ouiHkn goBroTpmBasioi 6e3neyHoCTi Ta eeKTUBHOCTI
npenapaty PRM-151 y nauieHTiB 3 igionatnyHum nereHeBum pioposom (I/1d)», kog gocnigkeHHs WA42294,
Bepcia 2 Big 17 nuctonaga 2020 poky, cnoHcop - «P. XodhdhmarH-/1a Pow Nita» [F. Hoffmann-La Roche Ltd.],
Lseiiuapis

®a3za - Il

3asBHUK - TOB «KOBAHC KNIHIKAN AEBENOMNMEHT YKPAIHA»

No M.1.6. BignoBigasibHOro gocnigHuka

n/n Ha3Ba micug NpoBeAeHHSA K/1iHIYHOro BUNPO6GYBaHHS

1 | k.m.H. Kipeesa T.B.

KomyHasibHe HekomepuiiHe mianpueMcTBo «Micbka KniHiYHa sikapHs Nel6» [HINPOBCLKOI MICbKOT
pagn, TepaneBTWYHE BIOLIIEHHS 3 MYNbMOHOMOMNYHUMKU  Jfibkkamu, [epxaBHuUiA  3akniag,
«[lHINponeTpoBCcbka MeAnyHa akagemis MiHICTepcTBa OXOPOHU 3[40pPOB’'A YKpaiHu», kadepnpa
BHYTPILLIHLOT MeguuunHn 1, M. JHinpo

2 | uneH-kop. HAMH Ykpainun, a.m.H., npod. NaBpuctok B.K.

JepxaBHa ycTaHoBa «HauioOHa/IbHWUIA IHCTUTYT doTU3iaTpii i nynbMoHonorii iMm. ®.I. AHOBCbKOro
HallioHanbHoT akagemii MequYHNX HayK YKpaiHu», KiHiko-dyHKLiOHa/IbHE BigaineHHs, M. Knis

3. «GALACTIC-1 - PaHgomizoBaHe, noAgiiiHe chnine, 6GaraToueHTpoBe, napanenbHe, nnauebo-
KOHTPO/IbOBaHe JochifpkeHHA da3un 2b B yyacHUKIB i3 igionatuyHum nereHesum cibposom (I1), wo BMBYaE
ebekTuBHicCTb Ta 6e3neky GBO0139, iHranAuiHOrO iHribiTopa ranektuHy-3, WO BBOAWUTLCA uYepes
cyxonopoLukoBuii iHranaTop (CMI) npoTsirom 52 TwxHiB», kog gocnigkeHHss GALACTIC-1, nonpagka 5.9 Big 24
nuncrtonapga 2020, cnoHcop - «[anekTo biotex Ab» (Galecto Biotech AB), JaHis

®aza - lIb

3aaBHuUK - «biopaci, En-En-Ci», CLUA

No MN.1.6. BignosiganbHOro gocnigHnKa
n/n HasBa micus NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHSI

1. K.M.H. Cteub P.B.
KomyHanibHe HekomepuiinHe nignpuemMctBo «Micbka nikapHs Ne6» 3anopi3bkoi MICbKOT paawu,
TepaneBTMYHE BiA4iIeHHSA, M. 3anopixKs




2. | 3aB. BiggineHHam CmonsHuin O.11
KomyHasnibHe HekomepluiliHe nignpMemMcTBo «Ogecbka o6nacHa KhiHiyHa nikapHa» OpfecbKol
06n1acHoi paau, NyIbMOHO/IOTNYHE BigaineHHs, M. Ogeca

3. | K.M.H. Jlebeab K.M.
KomyHanbHe HekomepuiliHe MiANpPYEMCTBO «XEpCOHCbKa MiCbka KIIHIYHA  JikapHA M.
€.€. Kapabenela» XepcoHCLKOT MICbKOT paau, NyfbMoTepaneBTUYHe BiAAi1eHHA, M. XepCcoH

4. | nikap KyTHuk H.B.
MegnuHnin ueHTp «Ok!KniHik+» ToBapucTBa 3 OOMEXEHOK BifMnoBiAa/IbHICTIO «MiXHapoaHWiA
IHCTUTYT K/IHIYHMX AOCNIMKEHb», CTalioHapHe BiAineHHs, Biaain nynsmoHonorii, M. Kuis

5. | A.M.H., npodp. A3t06ank O.4A.
[JepxaBHa ycTaHoBa «HaujioHanbHWUiA IHCTUTYT qoTU3iaTpii i nynbmoHonorii iMm. ®.I. FHOBCbKOro
HaujioHanbHOT akagemii  MeguuHMX Hayk YKpaiHu», Big4ifIeHHS TEexHOsOoriid  NikyBaHHSA
HecneumngiyHx 3axBOproBaHb fiereHb, M. Knis

6. | K.M.H. KninyHoBa H0.0.
KomyHasibHe HekomepujiliHe nignpuemcTBo «Micbka sikapHsa Ne9» 3anopi3bkoi MICbKOI paaw,
TepaneBTUYHE BiA4I/IEHHSA, M. 3anopixKs

7. | A.M.H., npod. PogioHosa B.B.
KomyHanbHe HekomepLuiiHe nignpuemMcTBo «Micbka K/iHiYHa nikapHA Ned» [HINPOBCbKOT MiCbKOT
pagn, MICbKMA LEeHTP no NikyBaHHW nNpodheciiHMX 3axBoptoBaHb, [epXxaBHWii 3aknag
«[lHiNnponeTpoBCcbka MeguuyHa akagemis MiHiCTepcTBa OXOpPOHM 340pOB‘'S YKpaiHu», kKadegpa
npocpecinHnX XBopob Ta KAIHIYHOT iMyHoorii, M. IHINpO

8. | A.M.H., npod. Cywko B.O.
[epxaBHa ycTaHOoBa «HauioHanbHWIA HayKOBWIA LEHTP pagiauiiHoi meauumHn HauioHasbHoT
akagemil MeanyHUX HayK YKpaiHu», BigAiNeHHs My/bMOHOAMONIT Biggily Tepanii pagiauiiHnx
Hacnigkis [HCTUTYTY KiHIYHOT pagionorii, M. Knis

9. | nikap Cungopuk H.1O.
KomyHanbHe HekomepuiiiHe nignpueMcTBO «4-a MiCbKa KiHiuHa slikapHA M. JlbBOBa», BiAAiNEHHS
[JEHHOro ctauioHapy 3 Ny/1bMOHO/IOTIYHUMM J1XKKaMu, M. J1bBiB

4. «MixHapogHe, paHAoMi3oBaHe, noAgiiHe crine, nNnaueb0-KOHTPOIbOBaHE AOCAIIKEHHS 3 METOH OLLHKM
BM/IMBY LUKIOCUNIKATY LLUPKOHIIO HATPIlO Ha CepLeBOo-CyAMHHI HAC/ioKN, NOB’A3aHi 3 apUTMIEID B yH4aCHUKIB
3 peunamByOHO0 rinepkaniemieto, sIKi 3HaX0AATbCSA Ha XPOHiYHOMY remogianisi (DIALIZE-Outcomes)», kopg,
pocnigpkeHHs D9487C00001, sepcis 1.0 Big 13 ciuHa 2021 poky, cnoHcop - AstraZeneca, AB, Sweden
dasza - Il

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

Ne MM.1.6. BignoBigaLHOro gocnigHuKa

n/n Ha3Ba Micus NpoBeAeHHSA K/iHIYHOro BUNPOGYBaHHS

1 | 3asB. Big. MNanywak O.B.
KomyHasibHe nignpuemMctBo «J[HinponeTpoBcbka ob6sacHa KiiHiyHa nikapHa iM. |1, MeuHukoBa»
[JHinponeTpoBCcbKOi 061acHOT paau, BiadineHHs gianisy (XpoHiYHOro remogianisy 1a aMby1aTopHoOro
Aianisy), M. [IHinpo

2 | o.m.H., npodp. KonecHuk M.O.
JepxaBHa ycTtaHoBa «lHCTUTYT Hediposorii HauioHasibHOI akagemii MeAuyHUX HayK YKpaiHu»,
BigAineHHs ambynaTopHoi Hedponorii, aianizy Ta IT-3abe3nevyeHHs, M. Kuis

3 | 3aB. Big. Konomiiiuyk H.O.
KomyHasibHe HekomepuiiiHe MianpueMcTBO «KUIBCbKWIA MICbKUIA LEHTP Hedposiorii Ta gianisy»
BMKOHABYOro opraHy KuiBcbKol MicbKoi pagun (KWUIBCbKOI MICBKOT AepXaBHOT aamiHicTpadii),
BigAiNneHHs rocnitasibHol Hedpposorii Ta gianisy Ne2 , M. Knis

4 | K.M.H., 3aB. Big. OBcbka O.T".
KomyHanbHe HekomepuiiHe nignpuemcTBo «Micbka nikapHs NelO» 3anopi3bkoi MiCbKOT paaw,
MiCbKUI1 LeHTP Hedoponorii Ta gianisy, BigaineHHs Hedpoaorii Ta gianisy, M. 3anopixks

5 | 3aB. ueHTtpy binuk C.A.
KomyHanbHe HekomepuiiHe nignpuemcTBo KuiBCbkoi 06s1acHOi paan «KuiBcbka o6siacHa KiiHivuHa
nikapHs», LleHTp gianisy, M. Kuis

5. «baratoueHTpoBe BigkpuTe pocnimkeHHs dasm 1lb gns ouiHkn  6e3nedHocTi,

nepeHoCUMOCTi,

edheKTMBHOCTI, hapMakoKiHETMKM Ta (hapmakoguHamiku npenapaty AEVI-007 y nauieHTiB i3 XBOP0OOOHO
CTinna, Wwo po3BUHynacs y Aopocsaiomy Bili», kog gocnipkeHHs AEVI-007-AOSD-101, sepcis 3.0 Big 14
rpyaHs 2020 poky, cnoHcop - Cerecor, Inc. (Llepekop, IHK.), CLLUA




daza- b

3asBHMK - TOBAPVCTBO 3 OBMEXEHOK BIAMOBIOANBHICTIO «®APMACBIOTIKA/I PICEPY
ACCOYLUNENTC YKPATHA» (TOB «®PA YKPAIHA»)

No M.1.B. BignoBiganbHOro gocnigHnka

n/n Hasga Micus npoBefeHHs KIiHIYHOro BUNpo6yBaHHs

1 | k.M.H. Fapmiw O.0.

[JepxaBHa ycTtaHoBa «HauiOHasIbHWII HayKOBUIA LEHTP «IHCTUTYT kapaionorii iMeHi akagemika
M.. Ctpaxecka» HaLjioHasbHOT akafemii MeguyHux Hayk YKpaiHu, Bifdin HEKOpOHapHUX XBOPOO
cepug Ta pesmarosorii, M. Kuis

2 | K.M.H. TKkaueHko M.B.

KomyHasibHe nignpnemctBo «lonTaBcbka ob6nacHa kiiHivHa sikapHs iM. M.B. Cknidh0COBCbKOro

MonTaBcbKOi ob6nacHoi pagw», O6MacHUA NiKyBafibHO-AIAarHOCTUYHUIA PEBMATONONYHUA LEHTP,
M. NontaBa

6. «PaHgomizoBaHe, NoaBiiHe cine, baraToLeHTPOBE AOCAIMKEHHS, O NPOBOANTLCS 3 METOH AEMOHCTpaLi
eKBiBa/IEHTHOT e(PeKkTUBHOCTI Ta MOPIBHAHHA 6e3nekn Ta iMyHOreHHoCTi 6ionoAi6HOro Nikapcbkoro 3acoby
YcTeKiHyma6 (AVT04) Ta npenapaty Ctenapa® y nauieHTiB 3 XPOHIYHMM OGMSLIKOBUM Mcopia3om Bif
cepefHbOro A0 BaXKOro CTyNeHs TSHXKOCTI», kog aocnigpkeHHs AVTO04-GL-301, sepcis 1.0 Big 06 nuctonaga
2020 poky, cnoHcop - «AnBoTek Caicc Al» (Alvotech Swiss AG), LLBeliLapis

dasza - Il

3anBHuUK - TOB «BOPABANA, KNIHIKAM TPAISIC YKP»

Ne M.1.B. BignoBiganbHOro gocnigHuka,

n/n Ha3Ba micus npoBeAeHHs KNiHIYHOIro BUNPOGYBaHHS

1 | A.M.H., npod. AHapaLuko HO.B.

JlikyBaNbHO-AiarHOCTUYHWIA LIEHTP NPYMBAaTHOMO MiANPUEMCTBA «ACKNEeNi», NOAiKAIHIYHE BiA4INEHHS,
M. YXropog,

2 | 3aB. Big. lanarypuy O.M.

JlikyBaNbHO-AiarHOCTUYHUIA  LEHTP MpuBaTHOrO MignpuemMcTBa  «Acknenii», BiLOKPEMEHW
CTPYKTYpHUIA nigpo3ain (BigaineHHs) Nel, m. /1bBiB

3 | nikap MaHsik H.B.

KomyHanbHe MignpueMCTBO  «PIBHEHCbKUIA  06/1aCHUIA  LLKIPHO-BEHEPONOTiYHWUIA  AnucrnaHcep»
PiBHEHCbLKOT 06/1aCHOT paayn, ambynaTopHO-NoAiKNiHIYHE BigaineHHs, M. PiBHe

4 | K.M.H. Myxunuyk B.B.

KomyHanibHe HekomepuiiHe nignpueMcTBO «MiCbKUl LUKIPHO-BEHEPOOriuHMIi  anucrnaHcep No2»
XapkKiBCbKOI MICbKOI pagu, AMcnaHcepHe AepMaTo-BeHeponoriYyHe BiggineHHs, M. XapkiB

5 | ronosHuii nikap Myray M.M.

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

6 | 4.M.H. Pe3HiyeHko H.HO.

BificbkoBuWii rocnitasb  (BilicbkoBa 4YacTMHa A3309) BIiliCbKOBO-MEAUYHOIO KMIHIYHOTO LEHTPY
MiBoeHHOro perioHy, TepaneBTWYHe BigdiNeHHa (3 nanatamMy A4S HEBPOJIOTNiYHUX — Ta
JepMaToOBEHEPOJIONYHUX XBOPUX), M. 3amnopixxsa

7. «PaHgowmizoBaHe, BigkpuTe, 3 aKTMBHUM MpenaparoM MOPIBHAHHSA B AKOCTI KOHTPOMO, 6araToueHTpoBe
pocnigpkeHHs asu Il gnsa ouiHKM edhekTUBHOCTI Ta 6e3neYHOCTi 3aCTOCYBaHHA OGIHYTY3yMaty y naLieHTiB 3
NepBMHHOK MeMbpaHO3HOW Hedpponartieto», kog gocnimpkeHHs WA41937, sepcia 1 Big 17 cepnHs 2020 p.,
crnoHcop - ®.XothdMmaHH-/19 Pow /114, LWseiyapis

®a3za - Il

3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiANOBIAa/IbHICTIO «Pow YkpaiHa»

’;II/Q M.1.6. BignoBigasibHOro AoCniAHMKa
n Hasga Micus npoBefeHHs KiHIYHOro BUNPOOYBaHHSA
1 | nikap Mywak O.B.

KomyHasnibHe nignpuemcTBo «[HinponeTpoBcbka o6nacHa KiiHiYHa nikapHa iM. I, MeuHukoBa»
[HinponeTpoBcbkoi 06/1acHOT paamn», BigdineHHsa fdianisy (XpoHiYHOro remogianisy t1a amoéynaTopHoOro
gianizy), M. [iHinpo

2 | nikap Konowmiituyk H.O.




KomyHanilbHe HekoMepuiiHe nignpueMcTBO «KWIBCbKWIA MICbKWIA LeHTp Hedpponorii Ta gianisy»
BMKOHaBYOro opraHy KniBcbkoi MicbKoi paan (KMiBCbKOI MiCbKOT Aep)XaBHOI agMmiHicTpauil), BigaineHHs
rocnitTasibHOI Hedpponorii Ta gianizy Ne2, M. Kuis

8. «baraToLeHTpoBe, paHaOMi30BaHe, NogiHe-caine, nnaue6o-KoHTPoiboBaHe AOCAIMKeHHA dhasn 3 ans
OUiHKM edpeKkTMBHOCTI Ta 6e3neyHocTi kombGiHauii Tadacutamadby Ta neHanigoMifgy B NOEHAHHI 3
puUTyKCMMaboM  MOPIBHAHO 3 /leHaNnigoMigoM Yy MOEAHAHHI 3 pUTYKCMMabom Yy  nauieHTiB i3
peunausytovoto/pedpakrepHoto (P/P) donikynspHoto nimdomoto Big 1 o 3a ctyneHs aéo P/P nimcomoro
MapriHasibHOi 30HU», koA gocnigxeHHs INCMOR 0208-301, npoTokon Bepcis 3 3 iHKOPNopoBaHO NonpaBKoo
2 Big 16 rpygHs 2020p., cnoHcop - IHcanT KopnopeiiwH [Incyte Corporation], CLUA

Pa3za - Il

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

Ne M.1.6. BignoBiga/IbHOro AocnigHMKa

n/n HasBa Micus npoBeAeHHs KNiHIYHOIro BUNPO6YBaHHS

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

KomyHasibHe HekomepuiiHe nignpuemcTBo «Micbka KriHiYHa nikapHA Ned» [HINPOBCLKOI MICbKOI
pagm, MiCbkuii XiMioTepaneBTUYHUIA LeHTP, M. [IHINpo

2 | K.M.H. KyukoBa O.10.

KomyHanbHe HekomeplLiiHe nignprueMcTBo «O61acHWiA LLEHTP OHKOJIONi», reMaTo/10rivHe BifgiNeHHs,
M. XapkiB

9. «PaHpowmizoBaHe, noggiliHe cnine, niauebo-KOHTPONbOBaHe AOCAiMpKeHHA npenapaty BBT-401-1S npwu
nepopasibHOMYy 3aCTOCYBaHHi Yy MaLieHTIB i3 BUPa3KOBUM KOMITOM CepefHbOro Ta BaXKKOro CTyneHs, Lo
BK/IKOYAE BiAMNOBIgb-afanTMBHY NOABIVHY C/iMy ddasy NOAOBXEHOro MikKyBaHHsS», kog, AocnigpkeHHs BBT401-
UC-005, Bepcis 4 Big 14 rpyaHs 2020 p., cnoHcop - Bridge Biotherapeutics, Inc., Pecny6nika Kopes

da3za - lla

3asBHUK - TOB «KOBAHC KNIHIKAN AEBENOMMEHT YKPAIHA»

No M.1.6. BignoBigaibHOro AocnigHukKa
n/n HasBa micus npoBeAeHHs KMiHIYHOTro BUMPOGYBaHHS

K.M.H. LLleBuyk B.M.
1. | MNpvBaTHe NiANPMEMCTBO NPUBaTHa BMPOGHUYA (hipMa «AUMHYC», NiKyBaslbHO-AiarHOCTUYHWIA LEHTP,
M. KponmBHULIbKWIA

ron. nikap Myray M.M.
2. | MegnuHuii LeHTp ToBapucTBa 3 OOMEXeHOW BignoBigasibHICTIO «MegnyHa KniHika «bnaromen»,
NiKyBaJIbHO-AiarHOCTUYHWIA Nigpo3ain, M. Kuis

nikap Wynera O.9.

KomyHasibHe nignpruemcTBo «BonuHcbka obnacHa KniHivHa nikapHa» BosMHCBLKOI 06n1acHoi paau,
XipypriyHe (eHOOKPWHHOT i abAoMmiHasibHOI nartonorii) BiA4iIeHHA 3 MPOKTO/IONIYHUMMK  NDKKaMMU,
M. JIyubK

K.M.H. [laueHko O.T.
4. | KomyHanbHe HekomepLiiHe nignpueMcTBo «Micbka KiiHivHa fiikapHsa Ne2 imeHi npod. O.0.Wanimosa»
XapKiBCbKOI MICbKOT paan, NPOKTONOrYHe BigaiieHHs, M. XapkKiB

K.M.H. HeunnypeHko T.B.
5. | MeanyuHwnii ueHTp «RCLIN Ukraine» ToBapucTBa 3 0OMeXeHO BiAnoBiganbHICTIO «KapaioKom», CMT.
Ko3nH, O6yxiBCbKUi1 p-H, KniBCbka 0671.

nikap fMloraaHigi T.1.
6. | KomyHanbHe HekomepuiiHe nignpuemMcTBO KMIiBCbKOI 06nacHoi pagn «KuiBcbka obnacHa nikapHs»,
TepaneBTUYHE BiAgineHHs, M. Kni

nikap Map’sH T.B.

KniHika pepxaBHOi ycTaHOBM «HauioHa/bHUIA  IHCTUTYT  Xipyprii  Ta  TpaHcnaaHTonorii

iMm. O.0. WanimoBa» HauioHanbHOI akagemii MeguuHUx Hayk YkpaiHu, BigAineHHs goonepauiinHoi
[iarHOCTUKM i BiflHOB/THOBA/IbHOIO JliKyBaHHSA, M. KuiB

10. «PaHgowmizoBaHe, nofgiiHe cnine, nnauebo0-KOHTPO/IbOBaHE AOCAIAKEHHA ha3nm 2 ANs  OUiHKK
edheKTMBHOCTI, 6e3neYHOCTI, NEPEHOCUMOCTI, (hapMaKkoKiHETMKM Ta BI0N0riYHOI aKTMBHOCTI OpenadpyTUHioy
Yy NauieHTIB i3 peunamnByoU0-pEMITYIOUMM PO3CIHUM CKIepOo30M», Kog, agochipkeHHs ICP-CL-00112, sepcis
3.0 Big 09 ciuHAa 2021 poky, cnoHcop - InnoCare Pharma, Inc., USA



®a3za -l
3anBHWK - MNignpuemcTso 3 100% iHo3eMHol0 iHBeCTULje0 «AK'IOBIA PAC YkpaiHa»

’:? Ij.I.E. Bi,qnosip,aanqrq hocnigHuka,

o HasBa Micus npoBefeHHs K1iHIYHOro BUNPOOYyBaHHSA

1 | K.M.H. JlekomueBa €.B.
[JepxaBHa ycTaHoBa «IHCTUTYT HEBPONOrii, NcuxiaTpii Ta Hapkosiorii HauioHansHoT akagemii MegunyHnx
HayK YKpaiHu», BiggiIeHHS DYHKLIOHAIbHOT HEPOXIPYPril Ta NapoKCU3MasibHUX CTaHiB, M. XapkiB

2 | K.M.H. Tono6opoabko A.A
KomyHasibHe HekomepuiiHe mignpruemcTBo «Ogecbka ob/1acHa KniHivHa nikapHsa» Ofecbkoi 06/1acHoT
pagv», BigAiNeHHs Henpoxipyprii, M. Ogeca

3 | K.M.H. XaByHka M.A.
KomyHasibHe HekomMepujiiHe MiANPUEMCTBO «5-a MiCbKa KJ/liHiYHA /TiKapHS
M. JIbBOBa», HEBPOJIOTiYHE BiAaineHHs, M. J1bBIB

4 | K.M.H. Uepke3 A.M.
KomyHaslbHEe HeKOMepUiiiHe MignpueMCTBO «3amnopidbka o6acHa KiiHiYHa NikapHs» 3anopisbkoi
06n1acHoi paaw, BiagineHHsa HeBponorii Nel, M. 3anopixks

5 | g.m.H. Kanbbyc O.I.
KomyHasibHE nignpuMEMCTBO «JlHINpONeTpoBCbKa 06s1lacHa KiHiYHA nikapHa iM. |1, MeudHukoBa»
[HinponeTpoBCcbkol  06nacHoi  pagw», BigdineHHa  HeBponorii  Nel, [epxaBHuii  3akniag
«[JHinponeTpoBCcbka MeAnyHa akaaemMis MO3 YkpaiHu», kadeapa Hesponorii, M. [IHINpo

6 | K.M.H. Mopo3 O.M.
[JepxaBHa ycTaHOBa «YKpaiHCbKWli AepXaBHW HAayKOBO-AOCMIAHWA IHCTUTYT MeAMKO-COLiasTIbHUX
npo6nem iHBasligHOCTI MiHiCTEpCTBa OXOPOHU 340POB'A  YKpaiHw», BiOAIIEHHA HeBponorii Ta
norpaHvyHKX cTaHis, M. [IHINpo

7 | A-M.H., npod. Mockosko C.IM.
MeauyHWin LeHTp ToBapucTBa 3 OOMEXEHOK BIAMOBIJaLHICTIO «MeguuHuii LeHTp «CaoTem»,
NiKyBa/IbHO-NPohiNakTn4HWiA Bigain, M. BiHHMUSA

11. «foresiGHt: BaraToueHTpoBe, paHAOMi30BaHe, 3 napasiefibHMMK rpynamu, nnaueb0-KOHTPOosibOBaHe
(noaBiiHe cnine) Ta aKTUBHO-KOHTPO/SibOBaHe (BiOKPUTE) AOCAIMKEHHS edeKkTUBHOCTI Ta 6Ge3neku
LLIOTMXXHEBOTO 3aCTOCYBaHHSI JiOHanercomarpomniHa B MOPIBHAHHI 3 nnauebo, a TakoX B MOPIBHSHHI 3
COMAaTOTPONIHOM LLOAEHHOr0 3aCTOCYBaHHA Yy A0OPOCAnX 3 AeddilMTOM roOpMOHY POCTY», KOA, OOCNILKEHHS
TCH-306, Bepcis npotokony 2.0, Big 06 cepnHs 2020, cnoHcop - AcueHaic ®apma EHAOKpIHONOMKN [iBiXH
A/C (Ascendis Pharma Endocrinology Division A/S)

da3za - Il

3anBHUK - Akuernbciops JIT4,., YroplmHa

Ne M.l.b. BignoBigansHoOro gocnigHuka,

n/n Ha3Ba Micug NpoBeAeHHSA K/iHIYHOro BUNPO6YBaHHSA

1 | A.M.H., npocp. KomicapeHko HO.I.
KomyHasibHe HekomepUiiHe NignpuemMcTBo «KUiBCbKUIA MiCbKWIA KMiHIYHWIA €HAO0KPUHOIOTIYHNIA LLEHTP>»
BMKOHABYOro opraHy KuiBcbKoi MicbKoT paam (KUIBCbKOT MiCbKOT fiepXxaBHOT agMiHiCcTpay,ii), Big4i1IeHHA
3arasibHOI eHAOKPVHHOI naTonorii, HauioHansHUiA meanyHnii yHiBepcuTeT iMeHi O.0. boromonbLus,
Kadpepa eHgokpuHonorii, M. Kuis

2 | K.M.H. TepexoBa .M.
JepxaBHa ycTtaHoBa «IHCTUTYT eHAOKPMHOJOrii Ta 06MIHY pe4vyoBuH iM. B.M. KomicapeHka HAMH
YKpaiHu», Bigdin 3arasibHOT eHA0KPUHHOT natonorii, M. Kuis

3 | a.m.H., npoch. BnaceHko M.B.
KomyHaibHe HekomepLiiHe NigNPMEMCTBO «BiHHULbKWI 061aCHNIA KNiHIYHWIA BUCOKOCNELiani3oBaHui
€HOO0KPUHOMOTIYHWIA LeHTP BiHHMLBKOT o6nacHoi Paau», TepaneBTuyHe BigaineHHs No2, BiHHULUbKUIA
HalioHaNbHWIN MeanYHNiA yHiBepcuTeT iM. M.I. MuporoBa, Kadpeapa eHAoKpUHOOTIi, M. BiHHMUSA

4 | K.M.H., 3aB.Big. MaBpuIok B.M.
KomyHasibHe HekoMepLiiiHe nignpremcTBo «O61acHa KiiHivyHa nikapHs IBaHo-PpaHKiBCbKOT 06/1acHOT
paau», eHOOKPUHOOTIYHE BifAiNeHHS,
M. |BaHO-®PpaHKiBCbK

12. «daza l/ll, gocnigpkeHHs NepLloro 3acTocyBaHHA y /iiogein npenapaTy TL-895 3 eckanauiero fosu y
nauieHTIiB 3 peuuanBHUMU/pepakTepHNMN B-KNITUHHUMY 3N0AKICHUMM 3aXBOPIOBAHHAMMW Ta i3 noAasibLumnm




3aCTOCYBaHHSAM y NauieHTiB 3 peunamBHUM/pedppakTepHUM XPOHIYHUM iMdioUMTapHUM Neliko3om abo
peungnBHoto/pedpakTepHo0  APIOGHOKAITUHHOK  fliMpounTapHolo  NiMoMOLo»,  KoA4  AOCAiAXKEHHS
MS200662_0001, sepcis 9.0 Big 29 »oBTHA 2020 poky, cnoHcop - «Tenioc Papma, IHK» [Telios Pharma, Inc.],
CWA

®aza- 1/l

3anBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiANOBiAabHICTI0 «MEAMENC YKPAIHA»

No M.1.B. BignoBiganbHOro gocnigHnKa

n/n Ha3Ba micusi NpoBeAEHHS K/TiHIYHOTO BUNPOBYBaHHS

1 | nikap PomaHok H.M.

KomyHaslbHe  HekomepuiiiHe mignpueMcTBo  «MukonaiBCcbka O6s1acHa  KfiHIYHA  NiKapHA»
MwukonaiBCbKOi 06/1aCHOI paaun, reMaTosoriyHe BiagineHHs, M. Mukonais

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

KomyHanbHe HekomepuiiiHe nignpuemcTBo «O61acHUA LLeHTP OHKOOTIT», reMaTos10riYHe BiaaifeHHs,
M. [Hinpo

3 | 3aB. LLeHTpoM YceHko I".B.

KomyHanibHe HekomepuiiiHe nignpuemcTBo «Micbka KriHiYHa nikapHs Ned» [HINPOBCLKOI MiCbKOT
pagu, MiCbKWIA remaToNoriyHuii LeHTp, M. JHinpo

13. «PaHgomizoBaHe, noAgiiiHe criine, 6aratoueHTpoBe dasu Il gocnigxeHHs 3acTocyBaHHsS aTe30/i3ymady
(aHTn-PD-L1 aHTWTINIO) NpOoTK nnauebo AK af'loBaHTHOI Tepanii y nauieHTiB 3 M'A30BO-iHBA3WBHUM pakoMm
CEeYOBOro Mixypa BWCOKOrO PU3UKY 3 HAasBHOW LMpkynowdo AHK nyxavHW nicns uMCTeKTOoMIT», KoA,
pocnipkeHHa BO42843, sepcia 2 Big 05 nuctonaga 2020 p., cnoHcop - ®.XodhdmaHH-M19 Pow fiTA,
Lisenuapis

®aza - Il

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

No MN.1.6. BignosiganbHOro gocnigHnkKa

n/n HasBa micus npoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1 | A.M.H., npod AHTOHSAH |.M.

KoMyHasibHE HekoMepUuiiHe NiANPMEMCTBO XapKiBCbKOi 061acHoi paan «O6nacHuini mMegunyHwuig
KNIHIYHWIA LweHTp yposorii i Hedbponorii imeHi B.l. Wanosana», oHKoyponoriyHe BiggineHHs Neo5,
M. XapkiB

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

KoMyHasibHe HekoMepuiiiHe nignpuemcTBo «Micbka KriHiYHa nikapHa Ned» [HINPOBCbLKOT MiCbKOT
paan», MiCbKuii XimioTepaneBTUYHWUIA LIEHTP, M. JHINpo

3 | K.M.H. JInukoscbkmii O.E.

KomyHanbHe HekomepuiitHe nignpuemcTBo JIbBiBCbKOT 06/1acHOi paam «JIbBiBCbka 061acHa KiHiuHa
NiKapHs», yposoriyHe BigaineHHs, M. J1bBiB

4 | kK.M.H. Cakano A.B.

KomyHasnibHe HekomepuiliHe MianpUEMCTBO «KWIBCbKUA MICBKUIA KMiHIYHWIA OHKOMOTIYHUIA LEHTP»
BMKOHaBYOro opraHy KuiBcbkoi MicbKoi pagy (KWUIBCbKOT MICbKOI AepXaBHOi afMiHicTpauir),
yponoriyHe BiggineHHsa, [epxaBHa ycTtaHoBa «IHCTUTYT Yponorii HAMH  YkpaiHu», Biggin
OHKoyponorii, M. Kui

14. «PaHpomizoBaHe, MofBiliHe crine, nnauebo-KOHTPONbOBaHe AochimKeHHs a3n Il ana  oujiHKK
edheKTMBHOCTI Ta 6e3neyHOCTi af'toBaHTHOI Tepanii aresoniisymaéom ab6o nnauebo y KombGiHauii 3
TpacTy3ymaboM eMTaHCUHOM Y nauieHTiB i3 HER2-N03UTUBHMM pakoM MOJIOYHOT 381031 3 BUCOKUM PU3UKOM
peunauBy nicnsa nepegonepadiiHol Tepanii», kog, gocnimxkeHHs WO42633, sepcia 1 Big 14 xoBTHA 2020 p.,
cnoHcop - d.XogpmaHH-/1a Pow /114, LBeliyapis

da3za - Il

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBIAAIBHICTIO «Pow Ykpaina»

No MN.1.6. BignoBiganbHOro gocnigHnKa

n/n HasBa Micusi NnpoBefeHHS KIIHIYHOIO BUNPO6YBaHHS

1 | A.M.H., npod. BoHaapeHko I.M.

KomyHasibHe HekomepuiiHe nignpuemcTBo «Micbka KniHiuHa nikapHsa Ned» [JHINPOBCLKOT MiCbKOi
pagu, MiCbKNin XimioTepaneBTUYHWUIA LEHTP, M. [JHINpo

2 | 3aB. ueHTpom byxtees [.C.

KoMyHaslbHE HekoMepuiiiHe nignpueMmcTBo «O6MAaCHUA LEHTP OHKOJOrii», 06/1acHWUiA  LEeHTp




Mamonorii, M. XapkiB

3 | nikap Ickimxn A.1.

KomyHanbHe HekoMmepuiiiHe nignpuemctBo  «O6MaCHUA  KMIHIYHWMIA  OHKOMOTIYHUIA  LIEeHTpP
KipoBorpaacbkoi 06/1acHOT paaun», XimioTepaneBTMYHe BigaiieHHs, M. KponnBHULbKMIA

4 | K.M.H. TapaceHko T.€E.

MeguyHuii LeHTp ToBapucTBa 3 O0OMEXEHOW BifgnoBigasibHICTI0O «MeanyHa KAiHika «IHHOBaLis»,
BiaAiNeHHs ximioTepanii, Kuiscbka 061actb, BULLropoAckbkuii paioH, c. JIioTix

5 | nikap KypoukiH A.B.

KomyHasibHe HekomepLiiiHe nignprmemcTBo CymcbKoi o61acHoi pagn CyMCbKUii 06/1aCHWIA KAIHIYHWIA
OHKOJIOTIYHUIA AncnaHcep, AucnaHcepHe BiA4iNeHHSA 3 AeHHWM cTauioHapoM XimioTepaneBTUYHOro
npocpinito, CyMCbkuiA AepxaBHUiA yHiBepcuTeT, kadpeapa OHKoorii Ta pagionorii, M. Cymu

6 | A.M.H. OcuHcbkuin O.C.

KomyHasibHe HekomepujiliHe MiagnpueMCTBO «KWIBCbKUIA MICBKUIA KMiHIYHWIA OHKOMOTIYHUIA LEHTp»
BVKOHaBYOro opraHy KuiBcbkoi Micbkol paau (KuiBCbKOT MICbKOI AepxaBHOI afMiHicTpadir),
BiAA4iNIEHHS XiMioTepanii AeHHOro nepebyBaHHsA XBOpUX, M. Kuis

7 | nikap 3BoHapboBa H.T.

KomyHasibHe nignpuemcTBo  «[HIMPOBCbKMI 0BMACHWIA  KNIHIYHWIA  OHKOJIOTIYHWIA  gucnaHcep»
JHIinponeTpoBCbKOT 06/1aCHOT paaun», OHKOXIMiOTepaneBTMYHE BiAAieHHS, M. JHIiNpo

15. «PaHgomizoBaHe, noggiliHe cnine, nnauebo-KOHTpOsboBaHe, aochimkeHHs |l dasn nigTprmytoyoi
MOHOTepanii onanapuéom y yyacHukis 3 BRCA Wild Type posnosciogpkeHum (FIGO ctagia IlI-1V)
BMCOKoANGEPEHLii0BaHUM CepO3HMM abo eHAOMETPIOIAHMM pakoM SIEYHVMKIB MiCNA BiANOBIAj HA CTaHAAPTHY
naaTtuHOBMICHY XiMioTepanito nepLuoi niHii (MONO-OLAL)», koa gocnimkeHHs D9319C00001, sepcia 1.0 Big
17 rpygHa 2020, cnoHcop - AstraZeneca AB, Sweden

®a3za - Il

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

No M.1.B. BignosiganbHOro gocnigHuka,

n/n Ha3Ba micusi NpoBeAEHHS K/TiHIYHOTO BUNPOBYBaHHS

1 | 3aB.Bif., K.M.H. OcTaneHko HO.B.

HaujioHanbHWin iIHCTUTYT paky, Big4iNeHHA MaoiHBa3NBHOI Ta eHA0CKONIYHOT Xipyprii, IHTEPBEHLHOT
pagionorii, m. Kuis

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

KomyHanbHe nianpruemcTBo «KpnBOpi3bKMIA OHKOMOTYHUIA gncnaHcep» [AHINponeTpoBCbKOI 061acHoT
pagun», XimioTepaneBTuU4YHe BigginieHHs, M. Kpnsuii Pir

3 | A.M.H., npoch. KpmxaHiBcbka A.€.

KomyHanibHe HekomMepuiiHe NignprueMcTBO «pukKapnaTCbKnii KNiHIYHWIA OHKOMOTIYHWIA LLEHTpP IBaHO-
dpaHkKiBCbKOl 06n1acHOi paau», XipypriyHe BiggineHHs Ne3, IBaHO-®paHKIBCbKWUIA HaLioOHaIbHUIA
MeANYHUIA YHIBEpCUTET, Kadheapa OHKOIOrIT, M. IBaHO-DpaHKiBCbK

4 | A.M.H., npodh. BoHpapeHko |.M.

KomyHasnibHe HekoMepujiiHe nignpuemcTBo «Micbka KniHiYHa nikapHa Ned» [HINPOBCBLKOT MiCbKOV
pagu, XimioTepaneBTUYHE BiAfiNEHHA 3 IEHHNM cTalioHapom, M. [IHinpo

5 | nikap benikoBa A.M.

MeguuHnii LeHTp ToBapucTBa 3 OOMEXEHOW BignoBigasibHICTIO «KoHcuniym Megikan», KiHiko-
KOHCY/NbTaTMBHE BigaieHHs, M. Kuis

6 | nikap 3y6 O.B.

KomyHanbHe HekomepuiliHe nignpuemMcTBO «YepHIriBCbkUA MeANYHUIA LEHTP Cy4acHO! OHKOSIOrii»
YepHiriBCcbkoi 06/1aCHOI paau, BiffdiIeHHS K/TiHIYHOT OHKONOrIT Ta riHeKos1orii, M.YepHiris

7 | o.M.H., npoch. AyaHiveHko O.C.

[JepxaBHa ycTaHOBa «IHCTUTYT 3arasibHOI Ta HEBiAKIagHOI Xipyprii imeHi B.T. 3aiiueBa HauioHanbHoT
akagemii MegnmyHMX HayK YKpaiHu», BigAiIEHHS THIMHOT Xipyprii Ha 25 NbKOK 3 nanator IHTEHCUBHOT
Tepanii Ha 6 Nniok, XapkiBCbka MefnyHa akajemis nicnaguniomMHol ocBiTH, Kadespa OHKoNOoriT Ta
ANTSAY0T OHKOOTIT, M. XapkiB

8 | K.M.H. KagpxosaH A.B.

MeanyHWiA LeHTp ToBapucTBa 3 OOMEXEHOI BiANOBIAABHICTIO «OHKoNalg», AeHHWUIA cTauioHap,
M. 3anopixks

16. «BigkpuTe, 6araToueHTpoBe JOCIMKEHHA 2 dha3mn AN OLiHKM 6e3neYvHOoCTi Ta edpeKTUBHOCTI npenapary
KRT-232 a6o TL-895 y nauieHTiB 3 Mi€/I0hibPO30M, SKi paHille He OTpUMyBaun JliKyBaHHS iHribiTopaMmu AHyc-



KiHas» , Kof gocnimpkeHHsa KRT-232-114, sepcisa Big 17 nunHa 2020 poky, cnoHcop - «KapToc Tepan'toTikc,
IHK.» [Kartos Therapeutics, Inc], CLUA

daza - I

3asABHK - TOBAPNUCTBO 3 0BMEXEHOIO BiANOBiganbHICTI0 «MEAMENC YKPAIHA»

No M.1.6. BigNoBifa/IbHOrO AOCNiAHWKA,

n/n Ha3Ba Micug NpoBeAeHHSA K/1iHIYHOro BUNPOOGYBaHHS

1. | nikap YceHko I'.B.

KomyHasibHe HekomepuiiHe nignpuemcTBo «Micbka KiHiYHA ikapHsa Ned» [JHINPOBCLKOT MiCbKOI
pagu», MiCbKuii remaTosioriyHuii LeHTp, M. JHINpo

2. | 4.M.H., npodp. Asrinb I.C.

JepxaBHa ycTaHoBa «HauioHa/bHWIA HayKoBWIA LieHTP pagiadiinHoi megmumHn HAMH Ykpainu»,
BiA4iNEeHHS pajiaLiiHoT OHKOremMaTos1oril Ta TpaHcnaHTaLii CTOBOYPOBMX K/TITWH Bigainy rematosnorii
i TPAHCNNAHTONOrIT IHCTUTYTY KNiHIYHOT paaionorii, BigAineHHsa paiaujiiiHoi remartonorii, M. Kuis

3. | 3aB. Big. MenbHUK Y.I.

KomyHanbHe HekomepujiliHe nignpueMcTBO «KuiBCbka MiCbKka K/liHiYHa NikapHSa Ne9» BUKOHaABYOro
opraHy KuiBcbkoi Micbkoi pagn (KuiBCbKOi MICbKOI Aep)aBHOI agMiHiCTpauii), remMaTosioriyHe
BigaineHHs Nel, m. Kui

17. TACTI-002 (Two ACTive Immunotherapeutics): baratoueHTpoBe, BigkpuTe dochifpkeHHa dasum 1l y
nawieHTiB 3 paHille HeslikoBaHUM HeonepabesibHUM abo MeTacTaTUYHUM HeApiGHOKNITUHHUM PakoMm NereHi
(HAPM), abo peumgusyounm PD-X pedpaktepHum HAPJI, abo peuuguBylouMM 4Yu  MeTacTaTU4HUM
NJIOCKOKNITUHHUM pakom rofioBu Ta wui (MPIL), Ski oTpUMYIOTb PO3YMHHUIA PEKOMOIHAHTHMIA 6inok LAG-3
ecdoTunarimog, anbcpa (IMP321) y kombiHauii 3 nemGponisyma6om (aHTaroHict PD-1), kog AOCNigKEHHS
TACTI-002, Bepcis 3.1.1 dhiHanbHa, Big 11 6epesHa 2021 poky, cnoHcop - Immutep S.A.S., ®paHuis

Pa3za -l

3asiBHUK - TOB «KOBAHC KNIHIKA AEBENOMNMEHT YKPAIHA»

Ne M.1.6. BignoBiga/IbHOro AoCNiAHMKA

n/n HasBa MicLsl NpoBeAEHHS KNiHIYHOTO BUNPOBYBaHHS

1 | A.M.H., npod). BoHaapeHko I.M.
KomyHasnibHe HekomepuiiHe nignpuemMcTBo «Micbka KniHiuHa nikapHs Ned» [HINPOBCLKOT MiCbKOi
pagu, XimioTepaneBTUYHE BifJiINIEHHA 3 AEHHUM cTalioHapoMm, M. [IHINpo
2 | A-M.H., npod. AyaHiveHko O.C.
[JepxaBHa ycTaHOBa «IHCTUTYT 3arasibHOT Ta HeBiAKIaAHOT Xipypril imeHi B.T. 3aiiuesa HauioHanbHOT
akagemii MeanyHUX HayK YKpaiHu», BIAAINEHHS THIMHOT Xipypril Ha 25 nbKOK 3 NanaTtoto iIHTEHCMBHOT
Tepanii Ha 6 NixxokK, XapkiBCbka MeguyHa akagemis nicnaavmniomMHoi ocBiTH, Kadyenpa OHKOJIOrNT Ta
ONTAYO0T OHKONOriT, M. XapkiB
3 | K.M.H. ¥Ypcon M.
NikyBa/IbHO-AjarHOCTUYHWIA  LEHTP MpMBATHOrO NignNpueMcTBa NpMBaTHOI BMPOOHUYOT  hipMu
«AUMHYC», M. KpONVBHULbKWIA

18. «BigkpuTe paHpomi3oBaHe [OC/IMKEHHS 3 OUiHKM Oi0ekBiBaNIEHTHOCTI Nikapcbkmx npenapaTtis «BIC-
ANITEP», kancynu 1BepAi no 10 mr/8 mr (TOB HB® «MIKPOXIM», YkpaiHa) Ta «[MPECTW/TIONI® 10 mr/10 mr»,
TabneTkn, BKPUTI MAIBKOBOK 0060/10HKOLD, no 10 mr/10 mr (Jle Nlabopatyap CepB'e, dpaHuisi) 3a y4yacTio
3[0p0BUX A06pPOBOLLIB», KOg gocnipkeHHss PRBS-TBE, Bepcis 1.0 Big 18.11.2020, cnoHcop - TOB
HB® «MIKPOXIM>», YkpaiHa

JocnigpkeHHs 6i0eKBiBaNIEHTHOCTI

3asaBHKK - TOB HB® «MIKPOXIM», YKkpaiHa

Ne MM.1.6. BignoBigaLHOro gocnigHuKa

n/n Ha3Ba Micug NpoBeAeHHSA K/iHIYHOro BUNPOGYBaHHS

1 | 3asB. Big. Bonkosa B.O.

NikyBanbHO-AjarHoCcTNYHMA  ueHTp TOBAPUCTBA 3 OBMEXEHOK BIAMOBIJANBHICTHO
«KMIHIKO-AIATHOCTUYHUIA LUEHTP «PAPMBIOTECT», cTauioHapHe BigiNeHHs
(TepaneBTUYHE), JlyraHcbka 06/1., M. Py6ixHe

2 | 3aB. na6. MaweHko C.B.

BioaHaniTnuHa nabopatopias TOBAPUCTBA 3 OBMEXXEHOK BIAMNOBIAANBHICTIO «KNIHIKO-
JIATHOCTUYHUN LIEHTP «PAPMBIOTECT», JlyraHcbka 06/1., M. Py6ixHe




19. «baraToueHTpoBe paHLOMi30BaHe BiAKpUTE KNiHIYHE [OCNiAXKeHHS 2/3 (ha3u 3 OUiHKM eDEKTUBHOCTI Ta
6e3nekn pikcoBaHOi KoMmOGiHaLil KeToposaky/nitoceHoHy/heHNIBEPUHilO B MOPIBHAHHI 3 aKTUBHUM
KOHTpO/SIEM Yy nauieHTiB i3 60/1bOBUM CUHAPOMOM MNiCNA XipyprivHOro BTPYyYaHHSA Ha opraHax 4epeBHO!
MOPOXHWHU Ta Masioro Tasy», kog gocnimxeHHss KPFO7-T, Bepcia npoTokony 2.0 Big 22.02.2021 p., cnoHcop -
MpAT «®apmaueBTnyHa dpipMa «JapHuusa», YkpaiHa

®aza- I/

3aaBHuUK - MpAT «PapmauesTnyHa dpipMa «JapHuusa», YkpaiHa

No M.1.B. BignoBiganbHOro gocnigHnKa
n/n HasBa micus NpoBeAeHHs KNiHIYHOTo BUNPOOGYBaHHS
1 O.M.H., npodp. Ctyck B.IM.
KomyHanibHe nignpueMcTBO «/[IHINPONeTpoBCbka O6/1acHa KhiHivHa nikapHsA iM. 1.1, MeyHukoBa»

[JHiNponeTpoBCbLKOI 06/1aCHOT pagun», yposioridyHe BigaineHHs Ne2, m. [AHINpo

2 K.M.H. LLepemeTa P.3.

KomyHasibHe HekoMepLiiHe nignpuemcTBo JIbBiBCbKOI 06/1acHOT paan «J1bBiBCbKa 06n1acHa KriHivyHa
nNiKapHs», BigAiNeHHs yponorii, M. /1bBiB

3 K.M.H. KonecHuk L.IM.

KomyHanbHe HekomepuiliHe nignpueMctBo «Micbka JlikapHA eKCTPeHO! Ta LBWAKOT MeaWyYHOl
gonomoru» 3anopi3bKoi MiCbKOi paau, BiadineHHs Xipyprii 3 ueHTpom KK, M. 3anopixxs

4 O.M.H. Yeuyra C.b.

KomyHanbHe HekomepuiiiHe nignpuemcTBO «BiHHMLbKa MiCbka KniHiYHa nikapHsa «LleHTp maTepi Ta
OVTUHW», BigAiNIEHHSA TIHEKO/OTiT 3 MaJ10iHBA3VBHUMK onepaLisgMu, M. BiHHMLSA

5 nikap Asukos O.0.

JlikyBaNibHO-AjarHOCTUYHWIA  LEHTP «3akapnaTCbkuiA LEeHTp XipypriyHmx iHHOBaLjii «AcTpameg»
TOBapUCTBA 3 0OMEXEHOH0 BiANOBIAa/IBHICTIO «KniHiKa 340p0BOI POAUHN «AcTpamMey», M. YXropos

6 O.M.H., Npod). AHTOHSH |.M.

KomyHasibHe HekoMepLiiiHe nignpueMCTBO XapkiBcbkoi O6nacHoi Pagn «O6nacHuii meanyHuii
KNiHIYHWIA LeHTP yponorii i Hedpposorii iM. B.l. Lanosanax, yposioriyHe BiggineHHs Ne5, m. Xapkis

20. «[MNopiBHANbHA OLiHKa eeKkTMBHOCTI Ta nepeHocumocTi npenapaty HopmoseH 1000, TabneTku, BKPUTI
NNiBKOBOIO 060/10HKOI0, Mo 1000 Mr, BUPo6HULUTBA AT «KUIBCKUW BITAMIHHWA 3ABO[f», YkpaiHa i
npenapaty fetpanekc® 1000 mr, TabneTkn, BKPUTI NNIBKOBOK 0OO/IOHKOK, BMpPOGHUUTBA «JlabopaTtopii
Cepp’e IHgacTpi», ®paHuis y nauieHTiB 3 XPOHIYHOK BEHO3HOK HEAOCTATHICTIO HWKHIX KiHLUIBOK», KOZ
pocnimpkenHs KVZ-NMV, sepcis 1.0 Big 03.04.2021 p., cnoHcop - AT «KUIBCbKWIA BITAMIHHUA 3ABO/»,
YkpaiHa

MopiBHAMbHE KNiHIYHE BUNPOOYBaHHSA

3anBHUK - AT «KUIBCbK/I BITAMIHHWIA 3ABO/l», YkpaiHa

Ne MN.1.B. BignoBiganbHOro focniaHukKa,

n/n Ha3Ba Micug NpoBeAeHHSA K/iHIYHOro BUNPO6GYBaHHS

1. | K.M.H. BnaiikoB I'.I".

[Y «HauioHanbHwii iHCTUTYT Xipypril Ta TpaHcnnaHTtonorii im. O.0. LWanimoBa» HauioHanbHOI
akagemii MenYHUX HayK YKpaiHu», Bigain Xipyprii marictpasibHux cyamH, M. Kuis

21. «Bigkpute paHAoMi30BaHe AO0CMIMKEHHA NOPIBHANBHOT (hapMakoKiHETUKM, NepeHOCUMOCTi Ta 6e3neku
nikapcbkux npenapartis «AMENH®», cnpeii HasanbHuii fo30BaHWii, 3,5 Mr/gosy (TOB HB® «MIKPOXIM»,
YkpaiHa) Ta «NALBUPHINE HYDROCHLORIDE», po3unH ans iH'ekuiin, 10 mr/mn (HOSPIRA INC, CLUA) 3a
yyacTio 340poBux A06poBosibLiB», koA pnocnimkeHHs NLB-Phl, Bepcia 2.0 Big 23.04.2021, crnoHcop - TOB
HB® «MIKPOXIM», YkpaiHa

da3a - |

3asnBHuK - TOB HB® «MIKPOXIM», YkpaiHa

Ne M.1.6. BignoBiga/IbHOro AocnigHMKa

n/n HasBa micus npoBeAeHHs KiHIYHOro BUNPOGYBaHHSA

1 | 3aB. Big. Bonkosa B.O.

NikyBanbHo-gjarHocTuYHMii  ueHTp TOBAPUCTBA 3 OBMEXEHOKD BIAMNOBIAANBHICTHO
«KNIHIKO-AIATHOCTUYHIIA LIEEHTP «PAPMBIOTECT», CTaujioHapHe BiAOiNEeHHS
(TepaneBTMYHE), JlyraHCbKa 06/1., M. Py6ixHe

2 | 3aB. na6. MauieHko C.B.




BioaHaniTuuHa nabopatopis TOBAPUCTBA 3 OBMEXEHOIO BIAMOBISA/IBHICTIO «KJ/TIHIKO-
OIATHOCTUYHNW LEHTP «®APMBIOTECT», JlyraHcbka 06/1., M. PybikHe

22. «Bigkpute paHOoMi3oBaHe [OOCNIMKEHHA 3 OUiHKM 6ioeKBIBa/IEHTHOCTI NiKapCbkMX npenaparTis
«TEH3OKAP/L», kancynv 3 MogudikoBaHum BUBINbHEHHAM TBepi, no 10 mr/1,5 mr (TOB HB® «MIKPOXIM»,
YkpaiHa) Ta «<APUPAM® 1,5 mr/10 Mr», Tabnetkn 3 MoAMdiKoBaHUM BUBINbHEHHAM, no 1,5 mr/10 mr (fle
Nabopatyap Cepg'e, ®paHLjisl) 3a yyacTio 340POBMX A0OPOBOJILLIB NpK 6araTopazoBoMy NMPUIAOMI HaTLLE»,
ko pocnigpkeHHs AMIN-SS, sepcisa 1.0 Big 04.03.2021, cnoHcop - TOB HB® «MIKPOXIM», YkpaiHa
[JocnigpkeHHs1 6I0eKBIBaNIEHTHOCTI

3asnBHuK - TOB HB® «MIKPOXIM», YkpaiHa

No MN.1.6. BignosiganbLHOro gocnigHuka,

n/n HasBa micus NpoBeAeHHs KNiHIYHOTO BUNPOBYBaHHS

1. | 3aB. Big. BonkoBa B.O.

NlikyBasibHO-AjarHoCTUYHMIA  UueHTp TOBAPUCTBA 3 OBMEXEHOK BIAMOBIJA/IBHICTHO
«KNIHIKO-AIATHOCTUYHUIA LEEHTP «DPAPMBIOTECT», CrauioHapHe BiA4iNEHHSA
(TepaneBTnYHE), JlyraHcbka 061., M. PyGixHe

2. | 3aB. na6. MauleHko C.B.

BioaHanitnuHa nabopartopis TOBAPUCTBA 3 OBMEXEHOK BIAMNOBIAANIBHICTHO «KTIHIKO-
JIATHOCTUYHUA LIEHTP «®APMBIOTECT», JlyraHcbka 061, M. Py6ixHe

23. OHOBNeHHA Bepcii locbe AocnimKyBaHOro nikapcbkoro saco6y ans IMCgp100, Bepcisa 12 Big 11
noToro 2021 p, aHrniicbkolo MOBOHO; MoaoBXeHHA TepmiHy npupaTHocTi TeGeHTadycn (IMCgpl100),
0,2 mr/mn 3 24 micauis o 36 MicsuiB npu Temnepatypi +5 °C + 3 °C 40 NPOTOKO/1Y KNiHIYHOIO JOCNIAXKEHHSA
«PaHgomizoBaHe, BigkpuTe, GaratoueHTpoBe a3u Il gocnigpkeHHs 6e3neku Ta edekTMBHOCTI npenaparty
IMCgp100 B MOPIBHAHHI 3 NiKyBaHHAM, BMOpaHuM gocnigHukoMm y HLA-A*0201 no3vTUBHMX MaLi€eHTIB 3
NOLLUNPEHOID YBEasTIbHOK MefIaHOMO, AKi paHille He OTpUMYBasIn JiKyBaHHA», Kof, focnikeHHs IMCgpl100-
202, Bepcis 5.0 Big 31 6epesHsa 2020p.; cnoHcop - Immunocore Ltd, United Kingdom

3asaBHUK - CiHTepakT T'm6X, HimeuunHa

24. OHoBneHe Jocbe gocnigKyBaHOro nikapcbkoro 3aco6y Tpemenimymaé (MEDI1123), Bepcis Big,
rpyaHsa 2020p. 00 MpOTOKONIB K/iHIYHUX BuNpobyBaHb: «PaHAoMi3oBaHe, GaraToUeHTpoBe, BigKpuTe,
nopiBHAMbHE gocnimkeHHsa Il a3 ana Bu3HaueHHA ediekTMBHOCTI AlypBanymMady uu  KoMOGiHauil
[Jypsanymaby i TpemeniMmymaoy y kombiHaLji 3 N1aTMHOBMICHOK XimioTepanielo y nepLuiii aiHii fikyBaHHA
nawuieHTiB 3 MOWMWPEeHUM OPiGHOKNITUHHMM pakom JsiereHiB  (OPJ1) (KACMIAH)», kof AOCnbKeHHA
D419QC00001, sepcis 6.0 Big 16 ciuHa 2020 p.; «MixHapoaHe, 6araToLeHTpoBe, paHAoMi30BaHe, BigkpuTe,
MOPIBHA/IbHE  [OCNIMKEHHS (pasm 3 MO BU3HAYEHHK edekTMBHOCTI JAypBasiymady um KoMOGiHaUil
Jypsanymaby i Tpemenimymaby i3 niaTMHOBMICHOI XimioTepanielo gna 1-i niHil nikyBaHHA MauieHTiB 3
MeTacTaTU4YHUM  HeApiOHOKMITMHHMM  pakom  niereHiB  (HAKPJT)  (POSEIDON)», kog — AOCADKEHHS
D419MC00004, sBepcis 5 Big 20 kBiTHS 2020 poky; «PaHaoMizoBaHe, BigKpUTe, baraToLeHTPoBE AOCIAKEHHS
Il pasn AypBanymadby Ta Tpemenimymady B SKOCTI NepLuoi AiHil AikyBaHHS MNaLUEHTIB 3 MOLUIMPEHNM
renatouentonspHum pakom (HIMALAYA)», kog aocnixeHHs D419CC00002, sepcis 6 Big 20 cepnHs 2019 p. ;
crnoHcop - AstraZeneca AB, Sweden

3asABHVK - TOB «<ACTPA3EHEKA YKPAIHA»

25. OHoBneHa bpowypa pocnigHuka no npenapary TEV-50717 | deutetrabenazine (SD-809) /
peyTteTpa6eHasuH (SD-809) /| AUSTEDO, Bepcia 11 Big 05 oBTHA 2020 p., aHrNificbKOIO MOBOIO;
OHoBneHe Jocbe pgocnimpxyBaHOro nikapcbkoro saco6y TEV-50717 | deutetrabenazine (SD-809) /
peytetpa6eHasuH (SD-809), Bepcisa 3.0 Big ciuHa 2021 p., aHMMICbKOIO MOBOIO; 3pa30K MapKyBaHHSA
[OCNiopKYBaHOIO fikapcbKoro 3aco6y pans npotokony TV50717-CNS-30081, AeyteTpabeHasuH, 60
Tabnetok y nnsAweuyi, (Almac ID: L20021169LAF), Big 15 ntotoro 2021 p., yKpaiHCbKOKO MOBOIO [0
NPOTOKONY KMIHIYHOro BMNPOoOyBaHHS «Bigkpunte, 4OBrOCTPOKOBE AOC/IMKEHHS 6E€3MEeYHOCTI, MePEeHOCUMOCTI
Ta edektmBHOCTI npenapaty TEV-50717 (peyTteTpaGeHasuHy) AN MiKyBaHHA AUCKiHE3iT Ha dOHi
uepebpanbHoro napanivy y gitein Ta nignitkis (Bigkpute gocnigxeHHss RECLAIM-DCP)», kog, [OCNiKeHHS
TV50717-CNS-30081, nonpaska Ao npoTtokony 03 Big 23 uepsBHA 2020 p.; cnoHcop - Tesa bpeHain
dapmacktoTikan Mpogaktc Ap eHg Ai, IHk / Teva Branded Pharmaceutical Products R&D, Inc, USA

3anBHuK - TOB «KniHiuHi gocnimkeHHs AKOH», YkpaiHa
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26. OHoBeHuiA MPOTOKO KAiHIYHOIO gocnimKeHHs, Bepcisa 2.0 Big 17 rpyaHa 2020 poky aHrnilicbKoto
MoBoto; MikHapogHa Bpouwypa aocnigHuka pocnigkyBaHOro Jiikapcbkoro saco6y AsaTtpomo6onar
Marneart, Bepcia 16 Big 11 rpyaHa 2020 poky aHrailicbkoro MmoBoto; IHhopmauiiiHuii nncTok i popma
iHcbopMoBaHOi 3rogu ans 6aTbkiB, Bepcia 2.0 ona YkpaiHu Big, 05 6epe3Ha 2021 poKy yKpaiHCbKOIO Ta
pociiicbkolo MoBamu; IHchopmauiiiHuiA nucTtok i ¢hopma iHcpopmoBaHOi 3rogu AN AOPOC/IOro
nauieHTa, Bepcis 2.0 gna YkpaiHu Big 05 6epe3Hs 2021 poKy YKpPaiHCbKOI Ta POCIACbKOI0 MOBaMu;
IHhopMmauiiHuii nucTok i hopma iHhopMoBaHOI 3rogn A/l HENOBHONITHIX NauieHTiB (14-17 pokiB),
Bepcifa 2.0 gnsa YkpaiHu Big 05 6epe3Hsa 2021 poKy YKPAiHCbKOIO Ta POCIiACbKOKO MOBaMU A0 NPOTOKONy
KNiHIYHOro JocnigxeHHs «baratoueHTpoBe paHAoOMi30oBaHe MOABIHO cnine nnaue6o-KoHTposiboBaHe
BMNPOGYBaHHA a3 3b B napasienbHUX rpynax 3 NoAasibLUOK BiAKPUTOK PO3LUMPEHOK dha3oo AN OLiHKK
edheKkTMBHOCTI Ta 6e3nevHocTi ABaTpomoonary A5 NikyBaHHs TPOMOOLMTOMNEHIT B NALiEHTIB AUTAYOrO BiKy 3
iMYHHOIO TPOMOGOLMTONEHIED NPOTAromM =6 MicAuiB», kog gocnimpkeHHs AVA-PED-301, sepcia 1.0 Big 24
yepBHA 2020 poky ; cnoHcop - Dova Pharmaceuticals, Inc., CLUA

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

27. OHoBneHa Bepcis npoTokony gocnimpkeHHsa WIL-31, Bepcis 08 Big 01 6epe3Ha 2021 poky (nvwe ans
YkpaiHu); OHoBneHa Bepcis bpowypu gocnigHuka, Bepcisa 19 Big 15 notoro 2021 poky npenapary
BIJIATE, nopowoK Ansa po3uuHy Ana iHekyin 500 MO Tta 1000 MO y dnakoHi; OHOBeHi
IHchopmauiiHuih nucToK Ta Popma iHhopmoBaHOi 3roau ans monogux niogei 14 -17 pokis, Bepcia gnsa
Ykpainn 05.00, Big 09 6epe3HAa 2021 p. yKpaiHCbKOK Ta pocilicbKoo moBamMu; OHoBreHi IHhopmauis
ANnsa 6atbKiB nayieHTa Ta ®opma iHchopmoBaHoi 3rogun, Bepcia gna YkpaiHu 05.00 Big 09 6epesHa 2021
POKY YKpalHCbLKOI Ta pocilicbkoro MoBaMu; OHoBreHi IHchopmauia gnsa naudieHta Ta dPopma
iHbopmoBaHoi 3roau, Bepcia ansa YkpaiHu 05.00 Big 09 Gepe3HA 2021 poKy YKpaiHCbKOK Ta
pociificbkolo MoBaMK; YTOYHEHHS Ha3Bu KpaiHu 3asaBHuka: bByno - «Epromeg MEnCi»,
Benuko6putaHifa; Ctano - «Epromep MIiEnCi», CnonyyeHe KoponiBCTBO [0 MNPOTOKO/Y KAiHIYHOTO
BunpobyBaHHa «K/IHIYHE AOCNIMKEHHA ANA OLUIHKNA EQEKTUBHOCTI TA BE3MNEKW MPEMAPATY
BINTATE (WILATE) NP NPO®INAKTUYHOMY MIKYBAHHI MNALIEHTIB 3 XBOPOBOK BINJIEBPAHIOA,
AKI PAHILWLE NIKYBANNCSHA», koa pocnigxeHHa WIL-31, sepcia 06 Big 26 ntotoro 2020 poky (nvwe ans
Ykpainn); cnoHcop - Oktadhapma Al [Octapharma A.G.], LUseliyapis

3asaBHUK - Epromep MiENCi, CnonyyeHe KoponiBcTBo

28. OHOBJIEHUI NPOTOKOJ KNiHiUHOro BUNpoGyBaHHA BAY2976217/21170 Bepcis 2.0 3 iHTerpoBaHoO
nonpaskoto 1 Bif 29 BepecHa 2020; 21170 IHchopmavis ana naudieHta i dopma iHhopMoBaHoi 3roau
ANA OCHOBHOrO AOCiMKeHHA 3i cTaHgapTHO PKID/A, Bepcia 2.0 Big 10 rpyaHa 2020 p. ansa YKpaiHu
YKpalHCbKOI0 MOBOIO Ha 6a3i OCHOBHOI Bepcil IHhopmauii gnsa nauieHTa i Popmu iHhopMoBaHoOi 3roan
ANA OCHOBHOrO AociifKeHHA 3i ctaHgapTHolo PKID/A, Bepcia 2.1 Big 16 nuctonaga 2020 p; 21170
IHbopMmauia ana nauieHta i ®opma iH(popmoBaHOI 3rogu ANA OCHOBHOIO AOCAIMKEHHA  3i
ctaHgapTHoto PK/P M, Bepcia 2.0 Big 10 rpyaHa 2020 p. anA YKpaiHU pocCilicbKO0O MOBOK Ha Gasi
OCHOBHOI Bepcii IHdopmauii gna nauyieHta i dopmu iHopmoBaHOI 3rogn A1 OCHOBHOIO
pocnipkeHHA 3i ctaHaapTHoto PK/® [, Bepcia 2.1 Big 16 nuctonaga 2020 p; 21170 Incdhopmadia ans
nauieHTa i ®Popma iHthopmoBaHOi 3rogn A/ OCHOBHOIO [OCAISXEHHSA 3 asibTepHaTMBHOW DK/DA,
Bepcif 2.0 Big 10 rpyaHAa 2020 p. ona YKpaiHU YKpPAiHCbKOKD MOBOIO Ha 6a3i OCHOBHOI Bepcii IHdhopmauii
AN nadieHTa i @opmu iHhopmoBaHOI 3rogn A/19 OCHOBHOIO AOCNIAKEHHSA 3 afibTepHaTuBHOO PK/D [,
Bepcia 2.2 Big 16 nuctonaga 2020 p.; 21170 IHcpopmaunis ana nauieHta i dopma iHchopmoBaHOI 3rogu
ONA OCHOBHOIO AOC/iMKEHHA 3 anbTepHaTuBHow DPKI/DM, Bepcia 2.0 Big 10 rpygHa 2020 p. ansA
YkpaiHu pociiicbkolo MOBOK Ha 6a3i OocHOBHOI Bepcii IHcopmauii ans nauieHta i Popmu
iHhopMOBaHOI 3roau AN OCHOBHOIO AOC/iMKEHHA 3 aflbTepHaTuBHOW PK/PL, Bepcia 2.2 Big 16
nuctonaga 2020 p.; 21170 IHcbopmauis Ansa nauieHTa i Popma iHchopmoBaHOI 3rogu y Bunagky
BariTHOCTI i HAPOMKEHHA AUTUHUN ANA yYacHMLI XiHouol cTaTi Bepcia 2.0 Big 10 rpyaHsa 2020 p. ana
YKpaiHu yKpaiHCbKOIO MOBOK Ha 06a3i OcHOBHOI Bepcii IHdopmauil gna naudieHta i Popmu
iHbopMoOBaHOi 3rogn y BUNagKy BariTHOCTi i HAPOPKEHHA AUTUHU ANA YyYacHUL XiHOYOI cTaTi Bepcia
2.0 Big 01 xxoBTHA 2020 p.; 21170 IHdopmauisa ansa nayieHTa | dopma iHPOpMOBaHOT 3roan y BUNaaKy
BariTHOCTI i HAPOMKEHHA AUTUHU AN yYaCHML XiHOUOT cTaTi Bepcia 2.0 Big 10 rpyaHa 2020 p. ansa
YKpaiHu pocilicbkolo MOBOK Ha 6a3i OCHOBHOI Bepcii IHopmauii ana naudieHta i Popmu
iHcbopMoOBaHOI 3rogn y BUNnagKy BariTHOCTi i HAPOPKEHHA AUTUHU ANA yYaCcHULi XiHOYOT cTaTi Bepcia
2.0 Big 01xoBTHA 2020 p.; 21170 IHchopmauifa ana nauieHTa i dopma iHchopmMoBaHOi 3rogun y BUNagKy
BariTHOCTI i HAPOMKEHHA AUTUHU ANA YyYacHUKA YonoBiyol cTati Bepcia 2.0 Big 10 rpyaHsa 2020 p. aona
YKpaiHu yKpaiHCbKOIO MOBOK Ha 6asi OCHOBHOI Bepcii IHdopmauil gna naudieHta i Popmu
iHhopMoOBaHOI 3rogn y BUNapKy BariTHOCTi i HapoOMKEHHA AUTUHU A1 YyYacHMKa 4YOs0BiYOl cTaTi
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Bepcisa 2.0 Big 01 xoBTHA 2020 p.; 21170 IHdopMauia ana nauieHTa i ®opma iHhopMoBaHOi 3roaun y
BUNaAKy BariTHOCTI i HAPOMKEHHA AUTUHU A1 YYACHUKa 4Yos10Bivoi cTaTi Bepcis 2.0 Big 10 rpyAaHs
2020 p. ansa YkpaiHu pociiicbKolo MOBOIO Ha 6a3i 0CHOBHOI Bepcii IHhopmauii ans nauieHta i dopmu
iHhopMoOBaHoOI 3roAn y BUNafKy BariTHOCTi i HapoOMKEHHA AUTUHU A1 yYacHMKa 4YOsI0BiYOi cTaTi
Bepcia 2.0 Big 01 »xoBTHA 2020 p.; 21170 - JiucT 3 noaskoio Bepcia 1.0 Big 23 kBiTHA 2020 p.
YKpaiHCbKOI MOBOIO; 21170 - JlucT 3 nogsakoto Bepcia 1.0 Big 23 kBiTHA 2020 p. poCilicbKOIO MOBOIO;
OHOB/EHe AOCbE AOCifKYBaHOIO JlikapcbKoro 3aco6y (BAY 2976217) Bepcisa 3.0 Big 06 nuctonaga
2020 o nNpOTOKOAY KAiHIYHOrO gocnimkeHHs «LICA dhaktopy X| Ans 3HWKEHHS TPOMOOTMYHMX SBULY, Y
NauieHTIB i3 TEPMIHAIbHOO CTafi€t0 XPOHIYHOT XBOPOOM HMPOK Ha dianisi: haza 2, paHAoMi3oBaHe, NoABiiHe
cnine, nnaueb0o-KOHTPO/IbOBaHe AOCAIMKEHHSA 6e3nekn, hapMakoKiHETUKM Ta dpapMakoanHaMIK1 MHOXUHHMX
no3 BAY 2976217.», ko gocnipkeHHs BAY2976217/21170, sepcis 1.0 Big 09 6epesHs 2020; cnoHcop -
Banep Al', HimeuunHa

3anBHUK - TOB «baliep», YkpaiHa

29. OHOBJIEHUIT NPOTOKON K/iHIYHOro BUNpo6yBaHHA M19-944, Bepcia 4.0 Big 29 rpypHsa 2020 poky;
IHhopmania ana naudieHta Ta iHpopMoBaHa 3roga Ha yyacTb Y HayKOBOMY AOChNigXeHHi Ta
HeOoOGOB’sI3KOBOMY AoOCNigKeHHi, Bepcia 4.1 ana YKpaiHu Big 12 kBiTHA 2021 poKy, YKpaiHCbKOK Ta
pocilicbkolo MoBaMWu [0 MPOTOKONY KAIHIYHOrO JocnifxeHHs «[lporpamMa paHAoMi30BaHuX, nnauebo-
KOHTPO/IbOBaHNX MOABIAHMX CAINMX JocnimpkeHb a3n 3 418 OUiHKM e(eKTMBHOCTI Ta 6e3neyHoCTi
YnagauutuHioy y A0opoCcnux MNauieHTIB 3 akCia/lbHUM CMOHAWI0apTPUTOM», Kog, AOC/imKeHHs M19-944,
Bepcis 3.0 Big 01 notoro 2020 poky; cnoHcop - AbbVie Inc., USA / E66BI IHk, CLLUA

3anBHuUK - «E66BI BiothapmacstoTikan3 TM6X», LLBeliuapis

30. OHOBMEHWA nNPOTOKON  KNiHiYHOro BunpodyBaHHA M14-433 3  iHKOpNopoBaHUMU
AaMiHicTpatuBHuMM 3MmiHamu 1, 2 ta 3 i NMonpaBkamvu 1, 2, 3, 4, 5 Ta 6 Big 24 BepecHA 2020 poKy;
IHpopMmauia pgnAa nauieHTa Ta iHopMOBaHa 3rofa Ha y4yacTb Y HayKOBOMY [AOC/iKEHHi Ta
HeoOOB’sI3KOBOMY AlOC/iMKeHHI, Bepcis 6.1 aAna YKpaiHu Bif, 16 6epe3HAa 2021 poKy, YKpalHCLKOIO Ta
pociiicbkolo MoBamu; 3MiHa agpecu 3asBHMKA KNiHIYHOrO BuUNpo6yBaHHA - «EGGBI
BiocpapmacbloTtikans mM6X», LUBeiiuapia 40 NPOTOKONY KIIHIYHOTO [OChifkeHHA «baraTtoueHTpose,
paHgoMi3oBaHe, noggiviHe cnine, nnaueb0-KOHTPOSIbOBaHE LOCAIMKEHHS iHAYKUIMHOT Tepanii Ans BUBYEHHS
edheKkTMBHOCTI Ta 6e3neyHoCTi YnagauumtuHioy (ABT-494) y nauieHTiB 3 XBOpo6otw KpoHa Bif
cepeiHbOBaXKOT A0 BaXXKOT (hOpMM aKTUBHOCTI, Y SIKUX BUHMK/A HEaAEKBATHA BiAnoBiAb Y4 HENEPEHOCUMICTb
cTaHgapTHoI Ta/abo 6ionorivyHoT Tepanii», kog gocnikeHHss M14-433, iHkopriopoBaHuii nonpaskamun 1, 2, 3, 4
Ta 5 Bifg 29 kBiTHA 2020 poky; cnoHcop - AbbVie Inc., USA

3anBHUK - «<E66BI BioghapmacktoTikans FTmM6X», LLseliuapis

BYNO CTANO
Helixochwmpacce 23, 6341 m. Baap, Lligeliyapis | Anbme LmaliHxay3epwmpacce 14, 6330 Xawm,
(Neuhofstrasse 23, 6341 Baar, Switzerland) LWseliyapia (Alte Steinhauserstrasse 14, 6330
Cham, Switzerland)

31. OHOB/eHWIT NPOTOKO/ KNiHiYHOro BUNpoGyBaHHA, Bepcia 3 Big 02 nuctonaga 2020 p.; dopma
iHbopmoBaHoi 3roau, Bepcia 3.0 ans YkpaiHv yKpaiHCbKOIO Ta pocilficbKolo MmoBamMu Big 21 kBiTHA 2021
p. Ha ocHoBi mogenbHOi chopmu iHchopmoBaHOi 3roau anAa gocnimkeHHa GO41717, sepcii 3 Big 09
nuctonaga 2020 p.; Popma iHOpMOBaHOI 3roau NPECKPUHIHIY: Ha BU3Ha4YeHHA piBHA ekcnpecii PD-L1
y NYX/INHHIi TKaHWHI, Bepcia 3.0 ana YKpaiHM yKpaiHCbKOIO Ta POCilficbKOlo MoBaMu, Bif 21 kBiTHA 2021
p. Ha ocHoBi mogenbHOi (hopMu iHhopMOBaHOI 3roau NPecKPUHiIHrY ans pgocnipkeHHa GO41717,
Bepcii 3 Big 09 nucrtonaga 2020 p. 4O NPOTOKO/Y KIIHIYHOTO BUNPOBYBaHHA «PaHfoMi3oBaHe, NoABiiHe
cnine, nnauebo-koHTpoiboBaHe dhasu Il gocnimkeHHs Tiparonymaby (aHTU-TIGIT aHTMTINI0) B kOMGIHaLT 3
aTe30/i3ymMabom y NopiBHSHHI 3 Nfaye6o B KOMGiHaLi 3 aTe30/1i3yMaboM y NauieHTIB i3 paHiwe HenikoBaHUM
MiCL,EBO-MOLLIMPEHNM Hepe3eKkTabeslbHUM abo metacTatudyHum PD-L1-cenekTMBHUM HeapiGHOKMITUHHUM
pakoM fiereHb», Koa gocnigxeHHs GO41717, sepcia 2 Big 8 TpaBHst 2020 p.; cnoHcop - ®.XodpmaHH-/1a Pow
Ntp, Weeiiuapis

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

32. CkpiHWwoTU onuTtyBasibHMKa: UCSD-SOBQ (MeauuHumii ueHTp yHiBepcutety KanicopHii B CaH-Jliero
(UCSD) Mporpama pea6initayii npyM xBopo6ax nereHie ONUTyBa/IbHUK A1 OLHKN 3aAULLKN), Bepcis
1.0 Big 04 ciuHsa 2021 p. yKpaiHCbKOI MOBOIO ANA YKpaiHu; TecT i3 6-XBU/IMHHOIO XOAb060 — TUMOBI
iHCTPYKUii Ta nig6aaboplOBaHHA YKPAiHCbKOKO MOBOHK; TecT i3 6-XBU/IMHHOKO XOA4bO6OK — TUMOBI
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iHCTPYKLUii Ta Nig6aaboploBaHHA POCilicbKOI MOBOIO; JIUCT [0 nikaps 3arajibHOT NpPakTuKK, Bepcis 1.0
BiA 11 BepecHsA 2020 poky. MepeknageHo ykpaiHCbKoto 04 ciuHsa 2021 poky; KapTka nauieHTa koropta A
i B, Bepcis 4.0 Big 18 ntotoro 2021 p., aHrniiicbkoto MoBo; KapTka nauieHTa koropta A i B, Bepcis 4.0
Big 18 ntoToro 2021 p. MepeknageHo Ha YKpPAIHCbKY MOBY AnA YkpaiHu_23 ntotoro 2021 p.; KapTtka
nauieHta koropta A i B, Bepcia 4.0 Big 18 niotoro 2021 p. MepeknageHo Ha POCIiCbKy MOBY A/si
Ykpainn_23 notoro 2021 p.; Kaptka nauieHta koropta C, Bepcia 4.0 Big 18 motoro 2021 p.,
aHrniincbKo moBoto; KapTka nauieHta koropTta C, Bepcif 4.0 Big 18 niotoro 2021 p. MepeknageHo Ha
YKpaiHCbKy MOBY Ans YkpaiHu_23 niotoro 2021 p.; Kaptka nauieHta koropta C, Bepcis 4.0 Big 18
nmoTtoro 2021 p. MepeknageHo Ha POCINCbKY MOBY AnA YKpaiHu_23 noTtoro 2021 p.; 3asyyeHHsA
[O0AAaTKOBOro MiCcUSA NpoBeAeHHs K/IHIYHOro BMNPOGYBAHHA [0 NPOTOKOMY KIHIYHOrO AOCAiAXKEHHS
«BigKpnTe gocnimkeHHsa npoAoBXeHHA ¢a3u Il gna ouiHKM goBroTpmBasiol 6e3neyHoCTi Ta ehekTUBHOCTI
npenapaty PRM-151 y nauieHTiB 3 igionatnyHum nereHeBum pibposom (I/1d)», kog gocnigpkeHHs WA42294,
Bepcia 2 Big 17 nuctonaga 2020 poky; cnoHcop - «P. XohdmarH-/1a Pow Nita» [F. Hoffmann-La Roche Ltd.],
Lseiiuapis

3asBHUK - TOB «KOBAHC K/IHIKA/ AEBENIOMNMEHT YKPAIHA»

Ne M.1.B. BignoBiganbHOro gocnigHnka

n/n Hasga Micus npoBefeHHS KiHIYHOro BUNPo6yBaHHs

1. | &.M.H., npodh. Cywko B.O.

[epxaBHa ycTaHOoBa «HauioHa/bHWIA HayKOBUIA LEHTP pagiauiiiHol meguumHm HauioHasibHOI
akanemii MeguuHUX Hayk YkpaiHw» (HHLPM), BigaineHHs nynbMoHonorii Bigainy Tepanii
pagiauiinHnx HacaigkiB IHCTUTYTY KniHivHOT pagionorii HHLUPM, m. KniB

33. OHOBneHuit NPOTOKO/ KAiHIYHOro BunNpo6yBaHHA B7541007, octatouHa Bepcis NpPOTOKO.Y,
MonpaBka 2 Big 1 BepecHAa 2020 poKy, aHrNilicbkold MOBOIO; IHhopmaLiiiHNii NUCTOK NauieHTa Ta
thopma iHhopmoOBaHOI 3roamn Ha yyacTb Y KNiHIYUHOMY AocnifKeHHi, Bepcia 04 Big 09 kBiTHA 2021 anAa
YKpaiHu aHrnificbKolo, yKpaiHCbKol Ta pocilicbkoo moBamMu (Ha ocHoBi MaiicTep-Bepcii 06 Big 18
BepecHs 2020 p.); B7541007_KepiBHUMLTBO 3 BUKOPUCTAHHA AOMALUHbOrO €/1IeKTPOHHOrO LWoAeHHUKA
KOHTpoJsIl0 3p0poB'A, KopoTke kepiBHMUTBO, BepciA 1 Big 29.10.2020 aHrNiicbKO MOBOLO;
B7541007_[lopaTOK 00 KOPOTKOro KepiBHMUTBa, Bepcia 1 Big 20.11.2020 aHrniicbKow MOBOM [0
MPOTOKO/TYy KMIHIYHOrO JocnimkeHHs «baraToueHTpoBe, paHOoMi3oBaHe, MoAgiliHe chine, nnaue6o-
KOHTpO/IbOBaHe AochifixeHHA da3n 26 3 nigdbopoM ONTUMasIbHUX A03 ANS OUiHI0BaHHA e(eKTUBHOCTI,
6e3neyYHoCTi i dpapmakokiHeTukn npenapaty PF-06480605 y fOpOCUX yYacCHUKIB i3 BUPA3KOBUM KOMITOM
NMOMIPHOIO abo BaXXKOr0O CTYMEHS TSHKKOCTI», KOA focimkeHHs B7541007, octato4Ha Bepcis NPoToKoy Big, 18
nvnHaA 2019 poky; cnoHcop - Mdainsep IHk., CLUA

3anBHuK - Mdpansep IHk., CLUA

34. BK/OYEHHA A0[aTKOBUX MicUub NpoBeAeHHA KNiHIYHOro BUNpooyBaHHsA; dopma iHthopMoBaHOT
3rogn ANA nNpoBefeHHA MarHiTHO-pe3oHaHCHOI Tomorpaddii y 340poBuUX A[O06GpOBONLLUIB  ANSA
kBanidpikawil gocnigHULbLKOro LeHTpy, Bepcis 1.0 Ana YKpaiHM yKpaiHCbKOIO Ta POCifiCcbKOO MOBaMu
Bif 04 GepesHs 2021 p. Ha ocHoBi MaiicTep-Bepcii popmu iHchopMoBaHOI 3roau AN AOCNAIAKEHHS
BN42083, Bepcia 1, Big 18 TpaBHA 2020 p.; Ao03Bin Ha BUKOPUCTAHHA Ta nepegadvyy MepU4YHOI
iHhbopMauii 3a3Ha4YeHOl B ONUTYBaJ/IbHUKY «Pe3ynbTar BariTHOCTi Ta MeguyHa iHdpopMauia npo cTtaH
300pPOB’Sl HEMOB/IAAITU NPOTArOM MEpPLUOro POKY XUTTA», Bepcia 1.0 Ana YKpaiHM yKpaiHCbKOK Ta
pociiicbkolo MoBamu Big 04 6epe3Hsa 2021 p. Ha ocHoBI maiicTep-Bepcii gna gocnipxkeHHa BN42083,
Bepcis 1.0, BiA, 30 KBiTHA 2020 p. [0 NPOTOKONY K/iHIYHOrO AOCiMKEeHHA «baraToueHTpoBe, paHa0oMi30BaHe,
nofBiiiHe cnine, KOHTPO/ibOBaHe JociimkeHHs da3m lllb gns ouiHkM edeKkTUBHOCTI, 6e3neyHocTi Ta
hapmMakoOKIHETMKN BULLMX [03 OKpenisymady Yy [O0poc/iMx 3 MepBMHHMM MNPOrPecyrunm pPo3CiSHUM
cKniepo3om», kog gocnimpkeHHss BN42083, sepcis 1 Big 19 TpaBHs 2020 p.; cnoHcop - ®.XoddmaHH-/15 Pow
Nta, Weenuapis

3asiBHUK - TOBaApUCTBO 3 0OMEXEHOI0 BifgNOBiAasbHICTIO «PoLw YkpaiHa»

Ne M.1.6. BignoBigansLHOro focnigHuka

n/n Ha3Ba Micus NpoBeAeHHSA K/iHIYHOro BUNPOGYBaHHS

1 | K.M.H. Kmuta O.I.

KomyHanbHe HekomepuiiHe nignpuemctBo Cymcbkoi 061acHoi pagu «CyMcbka o6iacHa KiiHiuHa
nNikapHsa», perioHaslbHUA LEeHTP AiarHOCTMKM Ta iKyBaHHSA PO3CIAHOTO ck/lepo3y Ha 6asi
HEBPO/IOriYHOrO BigdiNeHHs KoMyHabHOro HekomepuUinHoro nignpnemctea Cymcbkoi o61acHoi pagu
«CyMcbKa o61acHa KniHivyHa nikapHs», M. Cymu

2 | K.M.H. JlekomueBa €.B.
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[epxaBHa ycTtaHoBa «IHCTUTYT HeBposorii, ncuxiatpii Ta Hapkonorii HauioHanbHOI akagemii
MeaUYHNX HayK YKpaiHW», BigaineHHs dyHKUiOHa/IbHOT Hepoxipyprii Ta NapoKcu3MasibHUX CTaHiB, M.
Xapkis

3 | K.M.H. Tomax H.B.

KomyHanbHe HekoMepLjiiiHe nignpueMcTBo «Micbka nikapHa Ne2» 3anopi3bkKoi MiICbKOi paaw,
HEBPO/IOriYHe BigAiNneHHs, M. 3anopixoks

35. Bk/1loUeHHA [0[aTKOBOro Micusl NpoBeAeHHs K/iHIYHOro BunpoGyBaHHA. dopma iHpopMoBaHoiT
3rogn Ansi HeoGOB’SI3KOBOro MNigAocCniMKeHHs1 GiomapkepiB CMUHHOMO3KOBOI piguHun (CMP) po
npotokony BN42082, Bepcis 1.0 ana YKkpaiHu yKpaiHCbKOI MOBOIO Big, 04 6epe3HAa 2021 p. Ha ocHoBi
Malictep-Bepcii pbopmu iHchopmoBaHOi 3roau ana pgocnipkeHHs BN42082, Bepcia 1, Big 18 TpaBHA
2020 p. dopma iHhopMOBaHOT 3roau ANA NpoBeAeHHS MarHiTHoO-pe3oHaHCHOT ToMorpadiii y 340poBUxX
[o6poBonbLiB AnA KBanidikauii gocnigHMUbKOro LeHTpy, Bepcia 1.0 agna YKpaiHM yKpaiHCbKOK Ta
pocilicbkolo moBamu Big, 04 6epe3Hsa 2021 p. Ha ocHoBI MaiicTep-Bepcii dhopmu iHchopmoBaHoOi 3rogu
Ana pocnigpkeHHsa BN42082, Bepcisa 1, Big 18 TpaBHA 2020 p. J03BiN1 HA BUKOPUCTAHHA Ta nepegavy
MeAnYHOI iHthopmauii 3a3HaueHOoi B oNUTyBaJ/IbHUKY «Pe3ynbTaT BariTHOCTI Ta meguyuHa iHchopmad,is
Npo cTaH 340POB’Sl HEMOB/IATU NPOTArOM NMEpPLUOro POKY XUTTA», Bepcis 1.0 Ansa YKpaiHu yKpaiHCbKOo
Ta pociiicbkoto MmoBamu Big 04 6epe3Ha 2021 p. Ha ocHoBI maiicTep-Bepcii ans gocnigpxkeHHs BN42082,
Bepcis 1.0, Big, 30 KBiTHA 2020 p. 40 NPOTOKONY K/iHIYHOrO AOCNiMKeHH:A «baraToueHTpoBe, paHaoMi30BaHe,
nofBiiHe criine, KOHTPOJIbOBaHe AOC/impKeHHS da3m lllb Ans ouiHkM ed)eKTUBHOCTI, 6e3neyHocTi Ta
hapmMaKOKiHETUKN BULLMX 0,03 OKpesisymMady y 4opOoCuX NalieHTiB 3 peLmanByoUuM PO3CIIHUM CKI1EPO30M»,
Kog gocnixkeHHss BN42082, sepcis 1 Big 19 TpaBHs 2020 p.; cnoHcop - ®.XoddmaHH-/1a Pow /114, Lsenuapis
3asBHMK - TOBApMCTBO 3 06MEXEHOI BiAMOBIAAIBHICTIO «Pow YkpaiHa»

No M.1.B. BignosigasibHOro gocnigHnKa

n/n HasBa micus NpoBeAeHHs KNiHIYHOTO BUNPOBYBaHHS

1 | Aa.Mm.H. Kanbbyc O.1.
KomMyHanbHe nignprMeMcTBO «/[HINPONeTpoBCbka O6MacHa KhiHivHa nikapHa iM. |.I. MeuHukoBa»
[HinponeTpoBCbKOI 06/1aCHOI  pagu», BigdineHHs Hesponorii  Nel, [epxaBHUA 3akniaf
«[JHinponeTpoBCcbka MeAnyHa akagemis MO3 YkpaiHu», kadpegpa HeBpoorii, M. IHINpo

36. 3MiHa Ha3BM MicuA NpoBeAeHHA K/iHIYHOro BMNPOGYBaHHA [0 NPOTOKO/Y KIHIYHOrO AOCAIMKEHHS
«SELECT - Bn/vB cemarnyTuay Ha cepLeBO-CYAVHHI YCKIaAHEHHA Y MI0Aen 3 Haa/IMLWKOBOK Barok abo
OXMPIHHAM»., Kog, AocnikeHHs EX9536-4388, chiHasibHa Bepcis 6.0 Big 04 ciuHa 2021 p.; cnoHcop - Novo
Nordisk A/S (JaHis)

3asBHUK - TOB «HoBo Hopgaick YkpaiHa»

BYNO CTA/O
O.M.H., npodh. Knsak HO.I. O.M.H., npodh. Knsak HO.I.
KomyHanbHa MicbKa K1iHiYHA NikapHsa wWBMAKoi | KoMyHasibHe  HeKomepuiiiHe nignpuemMcTBoO
MeAMYHOI gonomory, KapgionoriyHe BigaineHHs | «KniHiyHa nikapHs WBWAKOT MeANYHOT A0MOMOr M.

ans iH(PapPKTHUX XBOPUX, JlbBiBCbKMIT | JIbBOBa», BigAaineHHsA Kapgionorii Ta

HauioHanbHuin MegnyHnin yHiBepcuTeT iMeHi Janvna | penepdy3iiiHoi Tepanil, JbBIBCHKWIA

ranuupbkoro, kadpegpa  ciMeiHoi MEOULMHMN | HAUiOHA/IbHUIA ~ MeANYHWUIA  YHIBEPCMTET  IMEHI

hakynbTeTy NiCAA4MNIOMHOT OCBITH, M. JIbBIB JdaHuna ranuubKoro, kachespa cimeiiHoT1
MeanuMHM dhakynbTeTy NicNAaNUNIOMHOT OCBITH, M.
JlbBiB

37. BKNIOYEHHA A0AAaTKOBOro Micus nNpoBeAeHHA KMiHIYHOro BUNPOOYBaHHA [0 NPOTOKONY KAiHIYHOIO
pocnipkeHHsa «baraToueHTpoBe paHAoMi3oBaHe BigKpUTe AOCNiMKeHHA da3nm 3  [NA  BUBYEHHSA
BeHEeTOK/1aKCy Ta lekcameTas3oHy Yy NOPIBHAHHI i3 noManifoMiioM Ta JekcaMeTa30HOM Y nauieHTiB i3 t(11;14)-
NO3UTMBHOK pPeLMaNBHOID abo pedpakTePHO MHOXWHHOK MIENIOMOIO», KOA4 AocrnikeHHs M13-494, sepcis
8.0 Big 30 nmnHA 2020 poky.; cnoHcop - AbbVie Inc., USA / E66BI IHk, CLUA

3anBHuK - E66BI BiodhapmacktoTikans MvbX, LWseiiuapis

No M.1.B. BignoBiganbHOro gocnigHnKa

n/n Ha3Ba MicLsl NpoBeAEHHS K/iHIYHOrO BUNPOOYBaHHS

1 | A.M.H., npod. Kpsauok I.A.

HalioHanbHUA IHCTUTYT paky, HayKoBO-AOCNigHE Bif4i/IeHHS XxiMioTepanii remo67acTosiB  Ta
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af'toBaHTHUX METOAIB fiKyBaHHSA, BiAAiIEHHA OHKOreMaTosiorii 3 CeKTOPOM af’toBaHTHUX METOAIB
NiKyBaHHs, M. KniB

38. 3anyyeHHA fofaTKOBUX MicLb NPOBeAEeHHA BUMNPOOYBaHHA [0 NPOTOKO/Y K/iHIYHOrO AOCNIAXKEHHS
«BbaraTtoueHTpoBe paHAoOMi30BaHe nnauebo-KOHTposiboBaHe MoABiliHE crline AOCNiMKEHHA da3n 2a, LWo
NPOBOAUTLCA B NapasieflbHUX rpynax Af89 BUBYEHHA edeKTMBHOCTI Ta 6e3neyHoCTi MnepopasibHOro
3actocyBaHHA npenapaty AMT-101 y nauieHTiB i3 BUPA3KOBUM KOJTITOM CepefHbOro abo TAXKOro CTYMNeHs»,
Kog pocnikeHHs AMT-101-202, sepcisa 2.0 Big 08 uepBHA 2020 poky; cnoHcop - «Ennnaiig Monekstonap
TpaHcnopT IHK.»/ Applied Molecular Transport Inc, CLUA

3aaBHuK - TOB «biomanac», YkpaiHa

No MN.1.6. BignoBiganbHOro gocnigHnkKa

n/n HasBa micus NpoBeAEHHS KNiHIYHOTO BUNPOBYBaHHS

1 nikap Ckunbano C.A.

MeanuHuin ueHTp «OK!KniHik+» ToBapucTBa 3 OOMEXEHOH BiANOBIAA/LHICTIO «MiXHapoaAHWiA
IHCTUTYT KIHIYHUX AOCAIMKEHb», BIgAiN racTPOeHTepoorii Ta renartosnorii  cTaulioHapHOro
BigAiNeHHs, M. Kuis

2 O.M.H., npod. OnapiH O.A.

KomyHasibHe HekomepuiiHe niAnpUEMCTBO XapKiBCbKoi 06/1acHOi pagn «O6nacHuii rocnitasb
BeTepaHiB BiliHN», TepaneBTUYHe BigaineHHs Ne2, M. XapkiB

39. OHOB/IeHUI NPOTOKOJ KNiHiYHOro BUNpo6yBaHHA, Bepcia 10 (Koropta C) Big 09 ntotoro 2021 p.;
dopma iHhopMoOBaHOI 3roan ANA nauieHTiB Koroptu C, Bepcia 4.0 anA YKpaiHM YKpaiHCbKO Ta
pociiicbkoto moBamu Big, 19 6epesHs 2021 p. Ha ocHOBI moaenbHoiI hopmMu iHhopMoBaHOiI 3roau ans
nauieHTiB koroptu C, Bepcis 5 Big 08 ntotoro 2021 p. 40 NPOTOKOAY K/iHIYHOIO AOCiMKeHHs «[oaBiiHe
cnine nnaue6o-KOHTPO/IbOBaHe paHAoMi3oBaHe pasm Il gocnimpkeHHs inaTacepTioy y komOGiHauil 3
naknitakcesioM B SKOCTi JliKyBaHHA L1151 NaUieHTIB 3 reHHUMU nopyweHHamn PIK3CA/AKT1/PTEN B rpyni
MiCLLeBOMOLLMPEHOro ab0 MeTacTaTUYHOro, NOTPIiHO-HEraTMBHOIO paky MOMOYHOT 31031 abo B rpyni rOPMOH-
No3uTnBHOrO, HER2-HeraTnMBHOIro paky MOJIOYHOI 3a/1031», ko4, AochigpkeHHs C040016, sepcis 9 (Koropta C)
Big 20 BepecHs 2019 p.; cnoHcop - d.XodhdmaHH-/15 Pow N4 (LWseiiyapis)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAMNOBIAa/IbHICTIO «PoL YKkpaiHa»

40. 3miHa BignoBiganbLHOro AocCnigHUKa y MicLi NpoBeAeHHA BMNPOGYBaHHA Ta 3MiHA Ha3BU MicuA
npoBefieHHs1 KJ/iHIYHOro BUNPOOGYBaHHA [0 MNPOTOKO/Y K/IHIYHOTO [OCNILKEHHSA «PaHfoMmi3oBaHe,
noagiiHe cnine, nnaueb60-KOHTPO/bOBaHE [AOCMIMKEHHSA Y MapasienbHUx rpynax gasum 2A Ans OuiHKKM
edheKkTMBHOCTI Ta 6e3nedHocTi nepopansHoi ¢opmu npenapatisB PF-06651600 ta PF-06700841 B SKOCTI
iHAYKUIMHOT Tepanii Ta BigKpWTe po3LIMpPEHe JliKyBaHHA NauieHTiB 3 XBopo6oto KpoHa cepeaHboro abo BaXkKoro
CTYNeHs TAXKOCTI», KOA, AoC/ixeHHs B7981007, diHanbHa Bepcis 3 iHKOPNopoBaHO nonpaskolo 4, Big 20
nnctonaga 2020 p.; cnoHcop - daisep IHk., CLUA

3anBHuK - TOB «KniHiuHi gocnimKeHHs AKOH», YKpaiHa

BYNO CTANIO
3as. Big. Mapkesuy 1.J1. nikap Ckubano C.A.
MegnuHuii  LeHTp «OK!KniHik+» ToBapuctea 3 | MeanuHuii  ueHTp  «Ok!KniHik+»  ToBapuctBa 3
06MEeXeHOW  BiAnoBiganbHICTO  «MixHapoaHuii | OOMEXeHOo  BiAnoBIAAIbHICTIO  «MixHapoaHWiA
IHCTUTYT KMIHIYHVUX [OCNIMKEeHb», TepaneBTUUHe | IHCTUTYT KMIHIYHUX JocnifpKeHb», BipAain
BigAineHHs, m. Kuis racTpoeHTeponorii Ta renaronorii ctayioHapHoro
BigaineHHsa, v. Kuis

41. 3any4yeHHs [O[AaTKOBUX MiCLb NMPOBEAEHHS K/iHIYHOro BUMPOOGYBAHHSA [0 MPOTOKONY KNiHIYHOIO
pocnigxeHHs «PaHAomizoBaHe, noggiiHe cnine, nnaue6o-koHTposiboBaHe hasn 3 AOCNISKEHHS
aKkanabpyTuHiGy y koMb6iHaLii 3 puTykcumabom, umkiodocamiioMm, OOKCOPYOILMHOM, BiHKPUCTUHOM Ta
npegHisoHoMm (Rituximab, Cyclophosphamide, Doxorubicin, Vincristine, and Prednisone — R-CHOP) y
navieHTIB BikOM <65 pOoKIB i3 paHille HeslikoBaHo ANY3HO B-BENUKOKNITUHHOK NiIMOMOL0, LLIO BUHUKNA 3
KNiTUH HerepmiHasibHOro LeHTpy», koA aocnigpxkeHHa ACE-LY-312 (D8227C00001), sepcis 2.0 Big 01 nunHs
2020 poky; crnoHcop - Acerta Pharma B.V., (A Member of the AstraZeneca Group), Netherlands

3asBHUK - TOB «KOBAHC KNIHIKAN AEBENOMNMEHT YKPAIHA»
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Ne M.l.6. BignoBigabHOro AocnigHmka

n/n HasBa micus npoBeAeHHs KMiHIYHOTro BUNPOGYBaHHSA

1 | 3aB. Big. MenbHuK Y.I.

KomyHanbHe HekomepLiiHe nignprMeMcTBO «KMIBCbka Micbka K/iHiYHa nikapHa Ne9» BMKOHABYOro
opraHy KwuiBcbkoi Micbkoi pagn (KuWiBCbkOi MICbKOT AepXaBHOI aaMmiHicTpauii), remaronoriyHe
BigaineHHsa Nel, m. Knis

2 | nikap PomaHok H.M.

KomyHanbHe  HekomepuiiHe nignpuemcTtBo  «MwukonaiBcbka 06/acHa  KAiHiYHA  JliKapHa»
MwukonaiBCbKOi 06/1aCHOI paau, reMaTosioriyHe BigaineHHsa, M. Mukonais

3 | 3aB. Big. Camypa b.Bb.

KomyHanbHe HekomepuiliHe nignpremcTBO «3anopidbka obsacHa K/iHiuHa nikapHSa» 3anopisbKoi
06/1aCHOI paaiu, reMaTos1oriyHe BigaiIeHHs, M. 3anopixxs

42. 3miHa MicuA NpPoOBefEeHHA KI/HIYHOrO BUNPOOYBaHHA [0 MPOTOKO/Y K/IHIYHOTO BMUNPOOYBaHHS
«PaHgomizoBaHe, noggiinHe cnine gocnigpkeHus, I dpasu, 4nsS NOpiBHAHHA npenapaty YnagauuTuHIO
(ABT-494) 3 nnauebo, y nauieHTiB 3 CEPeAHbOTSKKO abo TSHKKOK (hOpMamMu aKTMBHOIO peBMaToigHOro
apTpuTy, WO OTPUMYHTb CTaHAAPTHI CUHTETUYHI XBOPOOGO-MOAMQIKYHOUI MpOTMpPEBMAaTUYHI npenapartu
(ccXMTIPM) B cTabinbHIn A03i Ta He AoCArN aaekBaTHOI BignoBsiai Ha ccXMIPI», ko gocnikeHHss M13-549,
3 iHKoprnopoBaHMMuy nonpaskamn 0.01 (Tinbkn gna Kadagw), 1, 1.01 (Tinbkn gns Kopei), 1.01.01 (Tinbkn gns
Kopei), 2, 2.01 (tinbkun gnsa Kopei), 2.02 (Tinbkn ana KaHagwn), 3, 4, 5, 6, 6.01 (g8 VHP-kpaiH, /iuteu Ta Mpeuir),
7 Ta 8 Big 25 nuctonaga 2020 poky; cnoHcop - AbbVie Inc., USA

3anaBHuK - «<E66BI BiochapmacktoTikan3 FTmM6X», LLseliyapis

BYNO CTANO

O.M.H., npod. MHunnopréos A.M. O.M.H., npod. MH1nopn6oB A.M.

ToBapuCTBO 3 OGMEXEHOI BifNOBIJa/IbHICTIO | MegUUHUIA LEHTP TOBapucTtBa 3 OGOMEXEHOLD
«PeBMOLEHTP», BigAin KNiHIYHUX JOCNiAKeHb, | BigNoBigaNbHICTIO  «IHCTUTYT  peBMaTonorii»,
M. Kni BigAgin KniHiyHMX gocnigkeHb Nel, M. Kui

43. CKkpiHWOTN onuTyBa/ibHUKA: IHWNI TemaTtuuHnii TekcT (Other Subject Facing Text), Bepcis 2.0 Big,
09 Gepe3Hsa 2021 p. pOCINCbKOK MOBOK pAns YKpaiHW [0 MNPOTOKOAY KMIHIYHOTO AOCAiAKEHHS
«PaHgomizoBaHe, noAgiiHe cnine, nnaueb0-KOHTPONbOBaHe AOCAIMKEHHSA ha3n 3 ANs OLiHKM edDEKTUBHOCTI
Ta 6e3neyHocTi 3acTtocyBaHHA PRM-151 y nauieHTiB 3 igionatuyuHum nereHeBum doibpo3om», Kog, AOCTDKEHHS
WA42293, Bepcis 3 Big 13 nuctonaga 2020 poky; cnoHcop - «®. XohdmaHH-/15 Pow NTa» [F. Hoffmann-La
Roche Ltd.], LBeiiuapis

3asABHYVK - TOB «KOBAHC KNIHIKAN AEBE/TONMEHT YKPAIHA»

44, CKpiHWOTK onuTyBasibHUKA: IHWNiIT TemaTnuHuii TekcT (Other Subject Facing Text), Bepcis 2.0 Big,
09 GepesHsa 2021 p. poCiiCLKOIO MOBOIO ANA YKpaAiHU 40 NPOTOKOY KAIHIYHOrO JOCimpKeHHS "Bigkpute
OOCNifpKEeHHS NpodoBXeHHsA hasu Il gnsa ouiHkM foBroTpmBaiol 6e3nevHoCTi Ta e(hekTMBHOCTI npenapaty
PRM-151 y naujieHTiB 3 igionatu4Hum nereHesmm dpibposom (I19)", kog gocnimkeHHs WA42294, sepcis 2 Bif,
17 nuctonaga 2020 poky; crnoHcop - «®. XoddmaHH-/Ta Pow Nta» [F. Hoffmann-La Roche Ltd.],
LLBeiiyapis

3asBHUK - TOB «KOBAHC KNIHIKAN JEBENOMNMEHT YKPAIHA»

45, 3miHa Mmicua npoBefieHHA K/iHIYHOro BUMPOOGYBAHHA [0 MPOTOKONY KIIHIYHOTO [OCNIAKEHHSA
«[lMporpama paHAoMi3oBaHuX, nnaueb0-KoOHTPOIbOBaHMX MOABIHUX CAINUX AoCAiAkeHb ddasn 3 A1s OLiHKK
edpekTMBHOCTI Ta 6€3MNeYHOCTi YnagaunuTuHioy y Jopocnnx nauieHTiB 3 akcia/lbHUM CNOHANMI0apTPUTOM», KOZ,
JocnimxkeHHa M19-944, sepcia 3.0 Big 01 moToro 2020 poky; cnoHcop - «E66BI IHk», CLUA / AbbVie Inc., USA
3anBHuK - «EB6BI BiothapmachkioTikani3 TM6X», LLseliLapisa

BYJIO CTAJIO

O.M.H., npod. MTHnnoprnéos A.M. O.M.H., npod. Mnnopnéos A.M.

ToBapucTBO 3 OOMEXEHOI BignoBigasIbHICTIO | MegMUHUIA LeHTP TOBapucTBa 3 OGMEXEHOI
«PeBMOUEHTP», BIiAAiN KNiHIYHUX JOC/igKeHb, | BignoBiganbHICTIO  «IHCTUTYT peBMaTonorii»,
M. Kni BigAiN KniHivHnx gocnimkeHb Nel, m. Kuis
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46. 3miHa Micusi npoBeAeHHsl KMiHIYHOro BUNPOOGYBaHHA [0 MPOTOKO/Y KNIHIYHOINO [AOCHIMKEHHSA
«PaHpomizoBaHe, noggiiHe cnine pgocnigpkeHHs, Il dasw, ona nopiBHAHHA npenaparty YnagauuTuHIo
(ABT-494) 3 nnauebo Ta 3 agaslimymadomMm, y nauieHTiB 3 cepeHbOTAXKO abo TAXKKOK (DOpMamMu akTUBHOIO
peBMaToiHOro apTpuTy, WO OTPUMYKOTb CTabinbHy 6a3nMCcHY Tepanito MeTOTpeKcaToM Ta He [OCArun
a/leKkBaTHOT BiAMNOBIAi Ha Hel», koA AocnimkeHHs M14-465, 3 iHKopnopoBaHo AAMIHICTpaTUBHOW 3MiHOW 1 Ta
Monpaskamu 0.01, 0.01.01, 1, 2, 2.02, 3, 3.01, 4, 4.03, 5 Ta 6 Big 22 kBiTHA 2020 poky; cnoHcop - AbbVie Inc.,
USA

3anBHuK - «EB6BI BiothapmachkoTikana TM6X», LLseliLapis

BYNO CTANO

A.M.H., npody. MHunopnéos A.M. O.M.H., npod. Munopn6os A.M.

ToBapucTeo 3 o6MmexeHow | MeguUHUIA LEHTP TOoBapuctBa 3 OOMEXEHOH
BignoBiganbHicTIO «PeBMOUEHTP», Biadin | BignoBigaNbHICTIO  «IHCTUTYT  peBMAaTosIOrii»,
KNiHIYHUX gocnigxeHb, M. Knis BigAiN KniHivHMx gocnimkeHb Nel, m. Kuis

47. Matepianu gns nauieHTiB: MoBigoOMNEeHHA ANA ydacHUKa gocnigxeHHs, diHanbHa Bepcina 1.0 Big 15
Gepe3HA 2021 poOKy, YKPAIHCbKOI Ta POCIiCbKOK MOBaMu [0 MPOTOKO/Y KAIHIYHOrO BUMPOOGYBaHHSA
«PaHfomizoBaHe noAgiiHe cnine nnauebo-KOHTPO/IbOBaHe 6GaraToLeHTpoBe AOChimkKeHHs dasm 2b, wo
NPOBOANTLCA Y NapasieNibHUX rpynax 3 MeTOH OLiHKM 6e3neYHOCTi Ta eqekTMBHOCTI 3aCTOCYBaHHA npenapary
JNJ-64304500 y nauieHTiB 3 XBOpO6O KpoHa B akTWBHI (ha3i Big cepedHbOro A0 BaXKOro CTyneHs
TSKKOCTIi», Kog, AocnixxeHHs 64304500CRD2001, 3 iHkopnopoBaHoto nonpaskoto 6 Big 04 ntoToro 2020 poky;
cnoHcop - «AHcceH-Cinar IHTepHewHn HB", Benbris» / Janssen-Silag International NV

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

48. 3anyyeHHA [O[ATKOBOro Micusi NPOBeAEHHSA K/iHIYHOro BUNPOGYBaHHA B YKpaiHi 0O NPOTOKO/Y
KMNiHIYHOro AocnimpKeHHs «PaHaoMi30BaHe, KOHTPO/IbOBaHE 3a A0MOMOroK akTMBHOrO npenaparty NOpPiBHSHHS,
KniHiyHe pgocnimpkeHHs Il ca3m ansa BuBYEHHs 6esnedHocTi Ta edpektmBHocTi MK-1986 (Tegusonigy
thocchaty) y nauieHTiB BiKOM Bif HApPOMKEHHS A0 <12 pPOKiB 3 rOCTPMMYM 6aKTepiasibHUMU iHADEKLIAMW LIKIpK Ta
LWKIpHMX CTPYKTYp», Kog, aocnikeHHs MK-1986-018, 3 iHkopnopoBaHoto nonpaskoto 04 Big 03 xoBTHA 2019
pokKy.; cnoHcop - «Mepk Wapn EHg Joym Kopn.», godipHe nignpuemctBo «Mepk EHgA Ko., IHK.», CLUA (Merck
Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3aaBHUK - TOBapUCTBO 3 0OMEXEHOH0 BiAnoBigabHicTio «MC/L YkpaiHa»

No MN.1.B. BignoBsiganbHOro gocnigHuka

n/n Ha3Ba Micus npoBeAeHHSA K/iHIYHOro BUNPo6yBaHHSA
1 O.M.H., npodp. firtap B.A.
KM «[HinponeTpoBcbKa o61acHa Autava KiiHivHa nikapHsa» JHinponeTpoBCbKOT 06/1acHOT pagu»,
€HOOBIAeOXIpYpriYHe BigAiNeHHs, [JHINPOBCbKUA AEepXaBHWUII MeAUYHUIA yHiBepcUTET, kadeapa
AMTa4ol xipypril, opronegji Ta Tpasmarosorii, M. JHinpo

49. CKpiHWwoOTK aHKeTu CAT, Bepcifa 1.00 Big 23 6epe3Hsa 2021 poKy yKpaiHCbKOIO MOBOIO; CKPiHLIOTY
BeUipHbOro WoAeHHUKa, Bepcia 1.00 Big 23 6epe3Hs 2021 poKy YKPaiHCbKOK MOBOLO; CKpiHWOTKH
BeUipHbOro WoAeHHMKa (BCTAHOBUTU curHanun), Bepcia 1.00 Big 25 6epe3Ha 2021 poKy YKpaiHCbKOIO
MOBOI0; CKpPiHWOTK aHKeTU cTtaHy 3a0poB’a (EQ-5D-5L), nepeknag Ha yKpaiHCbKy MOBY A/ YKpaiHu,
Bepcia 1.00 Big 23 6epe3Ha 2021 poky; CkpiHwoTn aHkeTn EXACT, Bepcia 1.00 Big 23 6epe3Ha 2021
POKY YKpaiHCbKOIO MOBOIO; CKpPiHWOTU onNnUTyBaJiIbHUKa rocnitasito Ce. Meopris Ans ouiHKu npo6nem 3
AnxaHHAM (SGRQ), Bepcisa 1.00 Big 23 O6epe3Hsi 2021 poKy YKpalHCLKOIO MOBOK; CKpIiHLWOTKY
HaBYa/ILHOro MOAYMIO i3 KOPUCTYBaHHA NMOpPTaTUBHUM NPUCTPOEM, Bepcia 1.00 Big 17 rpyaHsa 2020
POKY YKpaiHCbKOIO MOBOM; CKPIiHWOTU HaBYa/IbHOTO MOAYNIO i3 KOPUCTYBaHHA MNOPTaTUBHUM
npucTpoem (Heo60B’sA3K0BUIA), Bepcia 1.00 Big 23 6epesHs 2021 poKy YKpPaiHCbKOIO MOBOO; CKpPiHWOT
npucTpolo ana 3anoBHeHHA woaeHHUKiB (ERT eCOA Handheld for Bluebird SF550) Big 2017 poky;
OHoBneHuit IHopMaUiiHU NUCTOK y4dacHuka Ta dopma iH(opMOBaHOI 3rogM Ha y4vactb Yy
HeOGOB’A3KOBOMY B3ATTi 3pa3KiB A/A 36epiraHHA GioNOriYHMX MaTepiasiiB K/iHiYHe AocnigxeHsi 3
kogom CLI-06001AA1-05, pocnigxeHHa PILLAR, Bepcia 1.1 Big 08 nitotoro 2021 p. gna YKpaiHu
aHrniicbKkoo MoBol; OHOoBNEeHNii IHhopmaLiliHWiA NMCTOK ydyacHMKa Ta Popma iHhopmMoBaHOI 3rogu
Ha yyaCcTb Y HeOGOB’AI3KOBOMY B3ATTi 3pasKiB Ana 36epiraHHA GionoriuHux martepianiB KniHiuHe
pocnipkeHHsa 3 kogom CLI-06001AA1-05, gocnipxeHHA PILLAR, Bepcisa 1.1 Big 08 ntotoro 2021 p. ansa
YKpaiHu yKpaiHCbKOI MOBOLO; OHoBneHa Bpouwypa gocnigHuka 3 npenapary CHF6001 DPI (kogp
BokymeHTy CLI-CHF6001-IB-00545), Bepcis 4.0 Big 09 Gepe3Hsa 2021 p., aHrNificbKOlO MOBOK [0
MPOTOKO/TYy KMIHIYHOTO BUNPOBYBaHHA «52-TWXKHEBe, paHAOMi30BaHe, MOABiHE chnine, 3 NOABINHWM
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MacKyBaHHSIM, 3 KOHTposieM nnauebo Ta akTMBHMM KOHTponem gocnimkeHHsa (Podnyminact, Janipecn® 500
MKr), WO NPOBOAMUTLCA B NapasiesibHUX rpynax 3 MeTol OLiHKM eddeKTMBHOCTI Ta 6e3MneyHOoCTi ABOX A03
npenapaty CHF6001 y dhopMi cyxoro MopoLUKy AA5 iHransauii, Wwo Ao4aTbea A0 NiATPMMYHOYOT NOTPIAHOI
Tepanii y nauieHTiB i3 XPOHiYHUM OBCTPYKTUBHUM 3aXBOPIOBAHHAM fereHb (XO3/1) Ta XPOoHiYHUM BPOHXITOM>,
kog, pocnikeHHsa CLI-06001AA1-05, sBepcia 1.0 Big 20 nuctonaga 2020 poky; cnoHcop - «K’'e3i PapmauesTidi
C.n.A.» [Chiesi Farmaceutici S.p.A.], ITania

3asBHUK - TOB «KOBAHC KNIHIKAN AEBENOMNMEHT YKPAIHA»

50. YkpaiHa, MK-8189-008_ Bepcis 1.01 Big, 24 6epe3HAa 20201 poKy, YKpaiHCbKOIO MOBO1O, IHthopMaLis
Ta AOKYMEHT npo iHpopmoBaHy 3rogy AnsA nauieHta; YkpaiHa, MK-8189-008_ Bepcia 1.01 Big 24
G6epe3HA 2021 pokKy, pociiicbkolo MoBOO, IHhopMauif Ta AOKYMeHT npo iHpopmoBaHy 3rogy Ans
nauieHta; LWkana no3sMTUBHUX Ta HeratTuBHux cuHgpomiB PANSS_  Kputepii  ouiHKn,
Bepcia:"MRL184338_MK8189-008_ PANSS Rating Criteria_V1_Ukrainian (Ukraine)_090ct2020", ansa
YKpaiHu yKpaiHCbKO MOBOI; LLkana nosutuBHMUX Ta HeratTuBHuX cuHpgpomiB PANSS_ Kputepii
ouiHKWN, Bepcis: "MRL184338_MK8189-008_PANSS Rating Criteria_V1_Russian (Ukraine)_090ct2020",
AN YKpaiHM pocilicbKOK MOBOIO [10 NPOTOKO/Y KIIHIYHOIO AocnimkeHHs «PaHgomizoBaHe, noagiliHe-cnine,
3 nnauebo Ta akTMBHUM KOHTpOeM NiKkyBaHHS JoCimKeHHA 26 dha3n edpekTMBHOCTI Ta 6e3neyHocTi MK-8189
y nauieHTiB 3 rocTpum enizofoM LWu3odpeHii», kopn pocnimpkeHHs MK-8189-008, 3 iHKOpnopoBaHO
nonpaskoto 02 Big 24 nuctonaga 2020 poky; cnoHcop - «Mepk LWapn EHg Joym Kopn.», AoYipHE NiANPUEMCTBO
«Mepk EHg Ko., IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

51. CKkpiHwoTK aHkeTn CAT, Bepcisa 1.00 Big 23 6epe3Ha 2021 poKy YKpaiHCbKOK MOBOIO; CKPIHLWIOTH
BeUipHbOro wWoAeHHUKa, Bepcia 1.00 Big 23 6epesHs 2021 poKy YKPAIHCbKOIO MOBOH; CKpPIiHLWIOTKY
BEUipHbOro LWoAeHHUKa (BCTaHOBUTU cuUrHanun), Bepcia 1.00 Big 25 6epe3Hsa 2021 poKy yKpaiHCbKOIO
MoBoOI10; CKpPiHLIOTU aHKeTU cTaHy 3a0poB’a (EQ-5D-5L), nepeknag Ha yKpaiHCbKY MOBY ANA YKpaiHu,
Bepcia 1.00 Big 23 6epe3Hsa 2021 poky; CkpiHwoTu aHkeTn EXACT, Bepcisa 1.00 Big 23 6epesHs 2021
POKY YKpaiHCbKOIO MOBOIO; CKPiHWOTHN ONUTyBaJiIbHUKa rocnitasitio CB. Meopris gns ouiHk1 npo6niem 3
AnxaHHAM (SGRQ), Bepcia 1.00 Big 23 Gepe3HA 2021 poKy YKpPaiHCbKOIO MOBOI; CKpiHWOTH
HaBYaJ/IbHOro MOAYNI0 i3 KOPUCTYBaHHA NOPTATUBHUM NpuUcTpoem, Bepcia 1.00 Big 17 rpygHa 2020
POKY YKpPaiHCbKOIO MOBOI; CKpPIHWOTA HaBYa/IbHOrO MOAY/I0 i3 KOPUCTYBAHHA MOPTATUBHUM
npucTtpoem (Heo60B’A3K0BUIA), Bepcia 1.00 Big 23 6epe3Hs 2021 poKy YKPAIHCbKOIO MOBOO; CKPiHLIOT
npucTpolo ana s3anoBHeHHA wopaeHHUKiB (ERT eCOA Handheld for Bluebird SF550) Big 2017 poky;
OHoBneHuii IHhopMaLiliHuii NUCTOoK yyacHuka Ta Popma iHchopmMoBaHOI 3rogM Ha y4vacTb Yy
HeoGO0B’sI3KOBOMY B3ATTi 3pa3KiB AN 36epiraHHsA 6ioNOriYHMX MaTepianiB y KNiHIYHOMY AOCNiIAKEHHI 3
kogom CLI-06001AA1-04, pocnipkeHHsn PILASTER, Bepcia 1.1 Big 08 niotoro 2021 p. ans YkpaiHu
aHrnificbKko MoBo; OHoBNeHuii IHchopmaLiiiHuiA MMCTOK yYyacHMKa Ta Popma iHhopmoBaHoi 3rogu
Ha y4yacTb Y HEOGOB’A3KOBOMY B3AITTi 3pa3KiB ANA 36epiraHHA GionoriyHMX marepianis y KniHiYHOMY
pocnipkeHHi 3 kogom CLI-06001AA1-04, pocnigxeHHss PILASTER, Bepcisa 1.1 Big 08 ntotoro 2021 p.
Ans YKpaiHu ykpaiHCbKOo MoBOt; OHoBneHa bBpowypa agocnigHuka 3 npenapaty CHF6001 DPI (kog,
pokymeHTy CLI-CHF6001-1B-00545), Bepcia 4.0 Big 09 Gepe3Ha 2021 p., aHrNificbKoo MOBOK [0
NPOTOKOJY K/IHIYHOTO [OCAIMKEHHS «52-TKHEBE, paH4oMI30BaHe, NoABiliHe cnine, nnauebo KOHTPOIbOBaHe
OOCMNIMKEHHST Y NapasiefibHUX rpynax 3 MeTOK OUIHKA e(peKkTMBHOCTI Ta 6e3neyHoCTi ABOX A03 npenapary
CHF6001 y chopmi cyxoro MOpOLUKY AN iHransauii, Wwo AogarTbes A0 NigTPMMYoYol NOTPIHOT Tepanii y
Naui€EHTIB i3 XPOHIYHUM OOCTPYKTMBHUM 3axBOpPHOBaHHSAM fiereHb (XO3J/1) Ta XPOHIYHUM OPOHXITOM», Kopg,
pocnipkeHHss CLI-06001AA1-04, Bepcisa 1.0 Big 20 nuctonaga 2020 poky; cnoHcop - «K'e3i dapmaueBTivi
C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis

3asBHUK - TOB «KOBAHC K/IHIKA/ AEBENIOMNMEHT YKPAIHA»

52. MopaoBXeHHs TPUBAOCTI K/IiIHIYHOro BUNpoGyBaHHA B CBITi Ta B YKpaiHi Ao 27 TpaBHa 2022 p. [0
MPOTOKOMY  KAIHIYHOTO  JocnifpKeHHA «PaHgomizoBaHe, noAgiiHe cnine, nnaueb0-KOHTPO/IbOBaHe,
GaratoueHTpoBe focnimpkeHHs ha3m 3b gnsa ouiHku ecbekTMBHOCTI Ta 6e3nekn redpanikCaHTy Yy XIHOK 3
XPOHIYHMM KalusieM Ta CTPECOBUM HETPUMAHHAM Cedi», kog, focnibkeHHs MK-7264-042, 3 iHKOPNOPOBaHO
nonpaskoto 03 Big 23 nuctonaga 2020 poky; cnoHcop - «Mepk LWapn EHg doym Kopn.», AoYipHE NignpueMCTBO
«Mepk EHA Ko., IHK.», CLLA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

53. MoaoBXeHHsA TPMBAaNOCTi KNiHIYHOro BUNpoGyBaHHSA B CBITi Ta B YKpaiHi A0 16 BepecHsa 2021 p. o
MPOTOKO/TY  K/HIYHOTO  JochifpkeHHs «PaHgomizoBaHe, noAgifiHe cnine, niaueb0-KOHTPONbOBaHeE,
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baraToueHTpoBe gocnifpkeHHs dasn 3b ans ouiHkM edekTUBHOCTI Ta 6e3nekn redpanikcaHTy y AOPOCNX
YyYaCHUKIB 3 HEeLWo[aBHO BCTAHOBMIEHMM XPOHIYHMM Kawnewm», Kog AocnikeHHs MK-7264-043, 3
iHKopnoposaHoto nonpaskoto 03 Big 25 nuctonaga 2020 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.»,
JodipHe nianpmemctso «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co.,
Inc., USA)

3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/, YkpaiHa»

54. MK-6482-012_306paXeHHA Ha €e/IeKTPOHHMUX WoAeHHUuKax ans naudieHta (“FKSI-DRS”, “EORTC
QLQ-C30”, “EQ-5D-5L Health Questionnaire”), Bepcia 2.0 Big 08 6epe3HA 2021 poKy, YKPAIHCbLKOIO
MmoBoto; MK-6482-012_306paKeHHA Ha eNeKTPOHHUX LWoAeHHuKax pna nauieHta (“FKSI-DRS”,
“EORTC QLQ-C30”, “EQ-5D-5L Health Questionnaire”), Bepcia 2.0 Big 11 G6epe3Hsa 2021 poky,
pocilficbkol0 MOBOI [0 NMPOTOKOMY KANIHIYHOrO AOCAiAKeHHs «BigkpuTe, paHgomizoBaHe gochigpkeHHs I
hasmn gnsa ouiHkn edhekTMBHOCTI Ta 6e3neyHocTi neméponiszymady (MK-3475) y kombiHauii 3 6ensytudgaHom
(MK-6482) Ta neHBaTuHibom (MK-7902), a6o MK-1308A y kom6iHauii 3 /IeHBATUHIOOM MOPIBHAHO 3
nembponisymabomM i neHBaTvHIGOM B AKOCTI Neplloi fiHil Tepanii ANA y4YacHWKIB 3 PO3MNOBCIOAXEHO
CBIT/IOK/TITUHHOK HUPKOBO-KMITUHHOKO KapuMHOMOK», Kog, AochnigkeHHsa MK-6482-012, 3 iHKOpnopoBaHoO
nonpaskoto 01 Bif 26 ciuHA 2021 poky; cnoHcop - «Mepk Wapn eHg Joym Kopn.», Ao4ipHE NignpuemMcTBo
«Mepk eHf, Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3anBHMK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIfAUIBHICTIO «MC/], YkpaiHa»

55. BK/1IOYEHHA [O0AATKOBOrO MiCUA NpPoBefeHHs K/iHIYHOro AOCimKeHHA A0 NPOTOKOMY K/iHIYHOro
JocnimpkeHHss «PaHaomizoBaHe, noAgiiHe cnine AocnimpkeHHs 3 a3n Ans BUBYEHHSA e(ekTUBHOCTI Ta
6e3neyHocTi npenapaty SAR442168 y nopiBHAHHI 3 Mauebo B YYaCHWKIB 3 NEPBUHHO-NPOrpecyoynm
posciaHum cknepo3om (PERSEUS)», kog pocnigpkeHHs EFC16035, 3 nonpasBkoto 04, Bepcia 1 Big 02
nuctonaga 2020 p.; cnoHcop - Genzyme Corporation, USA (xeH3aiim KopnopeiiwH, CLLA)

3anBHUK - TOB «CaHodi-ABeHTIC YKpaiHa»

No M.1.6. BignoBigasibHOro AoCNiAHMKA

n/n Hasga Micus npoBefeHHs KiHIYHOro BUNpo6yBaHHS

1. | A.M.H., npodp. MNawkoBCbkuin B.M.

KomyHasibHe HekoMepLiiiHe NignprueMcTBO «Micbka KiiHiYHa slikapHs Ne3» UepHiBeubKoi MiCbKOi
pagu, HEBPOJIOTiYHe BigaineHHs, M. YepHiBuj

56. OHOB/IEHUIT NPOTOKOJ1 KNiHiuHOro BUNpo6yBaHHA ZN-c5-001, Bepcis 5.0 Big 14 BepecHA 2020 poky;
OHoBneHa bBpouwypa aocnigHuka ZN-c5, BugaHHAa 4.0 Big 02 yepBHA 2020 poky; OHOBneHe Jocbe
[OCNigpKyBaHOro flikapcbkoro 3aco6y ZN-c5, kancynu 25 ta 100 mr A1 nepopasibHOro 3aCToCyBaHHs,
Bepcifa 05 Big 24 6epe3HAa 2021; OHOBNEHI AaHi 3i CTa6iNbHOCTI Ha AOCAiAKYBaHW NiKapCbKUiA 3acio
ZN-c5, kancynu 25 Ta 100 mMr gns nepopasibHOro 3actocyBaHHA. OHOBJ/IEHHSA TepMiHy 36epiraHHA o 30
MicsigiB; 3anyyeHHA ZN-c5-001_LLlogeHHUK yyacHUKa AOCNigKeHHA Ana npuiiomy npenapaty ZN-c5
ABiui Ha 06y _MoHoTepania_Bepcia 1.0_19 TpaBHA 2020 p._anA YKpaiHU_yKpaiHCbKOIO Ta POCiliCbKOK
MoBamu; 3anyueHHs ZN-c5-001_LLloaeHHMK y4acHUKa JOCiAKeHHA 3 npuiioMmy npenapaty ZN-c5 agiui
Ha fo006y y KoMGiHauii 3 nanéouuknioom_sepcia 2.0_09 uepBHA 2020 p._AnAa YKpaiHU_YKpaiHCbKOKO Ta
pociiicbkoto mMoBamu; 3anyuveHHs ZN-c5-001_dopma 3rogum Ha oOpraHdisauilo noisgok Ans
YkpaiHu_Bepcia 1.0_03 BepecHsa 2020 p. ykpaiHCbKOI Ta poOCilicbkolo MoBamu; OHOBEHa
IHcbopMoBaHa 3roga Ha yyacTb Y HayKOBOMY K/iHIUHOMY AOC/ifXeHHi i 3roga Ha BUKOPUCTaHHA
MeAuYHOI iHchpopmauii Ta GiosoriuHnx 3paskiB_KomGiHoOBaHa Tepanis_ans YkpaiHu_Bepcia 4.0 Big 09
BepecHs 2020 p._yKpaiHCbKOIO Ta pocilicbkolo moBamu; OHoBrieHa IHhopMoBaHa 3roga Ha y4yacTtb y
HAyKOBOMY K/liHIYUHOMY [OCiAKEHHI Ta 3ro4a Ha BUKOPUCTaHHA MeAUUYHOI iHthopMauii Ta 6ionoriyHnx
3pa3KiB_MoOHoTepanisa_ana YkpaiHu_epcia 7.0 Big 13 oBTHA 2020 p.,yKpaiHCbKOIO Ta POCIliCbKOI
moBamu; 3anyuyeHHs ZN-c5-001_dopma iHhopmoBaHOI 3rogn ANA BariTHOI napTHepku_Bepcia 1.1_06
ciuHa 2021 p._ana YKpaiHU_YKpPalHCbKOK Ta pOCilicbKOold MoBaMu; 3aJlyueHHs1 [04AaTKOBOIO
BUPOGHMKa ANA Ail0Y0l pe4oBUHU [OCifKYBaHOro nikapcbKoro sacody ZN-c5, kancynu 25 ta 100 mr
A5l nepopasibHOro 3actocyBaHHA Acumuem Maiicp Caiins (TaHu3uHb) Ko., ITA, Kutaii [Asymchem Life
Science (Tianjin) Co., Ltd, China]; 3anyueHHs AoAaTKOBOro BUPOOGHMKA ANS AiOUOT pPeuoBUHU
pocnipkysaHoro nikapcbkoro 3aco6y ZN-c5, kancynu 25 ta 100 Mr A1 nepopasibHOro 3aCToCyBaHHA
WaHxaii Cun3eOnn PapmacbioTikan Ko., ITA, Kutaii [Shanghai SynTheAll Pharmaceutical Co., Ltd,
China]; 3anyuyeHHsi [OAATKOBOro BUPOOGHUKA ANA [OCAIAXYyBaHOro nikapcbkoro 3aco6y ZN-cb,
kancynm 25 ta 100 mr gns nepopanbHoro 3actocyBaHHA MiCiAii Papma Cepsice3 Oraiio, JI1C,
CnonydeHi LWrtatu Amepuku [PClI Pharma Services Ohio, LLC, USA]; 3any4yeHHsn [04aTKOBOro
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BUPOGHMKa AN AOCNifKYBAaHOro flikapcbkoro 3acooy ZN-c5, kancynu 25 ta 100 Mr a4nsi nepopasibHOro
3acTocyBaHHA MiCiAi dapma CepBice3 MxepmaHi TmMBX, Mepmadisa [PCl Pharma Services Germany
GmbH, Germany]; 3any4yeHHs iHchopmauii AnA nayieHTa (MMCTOK-BKNaAKa) ANA npenapary NOPiBHAHHA
IBPAHC (IBRANCE®) 75 wmr, 100 mr i 125 Big BupoGHuKa Pfizer, kancynu pgna nepopajibHOro
3acTOCyBaHHA, YKPaiHCbKOI Ta POCIACbKO MOBaMW; YTOUHEHHSI Ha3BM KpaiHM 3asiBHUKa: Oyno
"Epromen MIENCi", BenukoGputaHif, ctano: "Epromea MIENCi", CnonyuyeHe KoponiBcTBO [0
NMPOTOKOMY KAIHIYHOTO JocnifpkeHHs «®asza 1/2 Bigkpute 6GaraTtoueHTpOBe [OCMIMKEHHS 6Ge3neku,
NepeHoCMMOCTi, (DapMakoKIHETUKM Ta MPOTUNYX/MHHOI akTMBHOCTI npenapaty ZN-C5, wo 6yge
3acTocoByBaTUCS, K Yy BUMAsAl MOHOTepanii, Tak i y KoMbiHaujii 3 nanboumkniéom, y naujeHTiB 3 eCTporex-
peuentop (ER) no3nTuBHMM Ta peLenTop 2 enigepmMasibHOro dpaktopa pocTy noavHn (HER2) HeraTuBHUM,
NOLUMPEHNM pPakoM MOJIOYHOT 3a/1031», Koa gocnigxeHHs ZN-¢5-001, Bepcisa 4.0 Big 14 notoro 2020 poky;
cnoHcop - «3eHo Anbgia IHk» [Zeno Alpha, Inc.], CLUA

3aaBHuK - "Epromep MiENCi", Cnony4yeHe Koponiscteo

57. OnNUTyBaJ/IbHUK A1 BUKOPUCTaHHA pocnigHukamu: ALL172399 3111-301-001_SCID-5_English
(US)_FINAL_2021_Jan_28, aHrnificbkoro MOBOI; 3MiHa Ha3BM 3asiBHUKA K/1iIHIYHOTo BUNPoGYyBaHHA 3
TOB «IHC Pecepu YkpaiHa» Ha TOB «CiHeoc Xesc YKpaiHa» [0 NPOTOKO/Y K/iHIYHOro AOCNILKEHHSA
«[lMogBiiiHe cnine nnauebo-kOHTPONbOBaHe AOC/iMKEHHS KapinpasuHy B AKOCTI J0AaTKOBOI Tepanii go
aHTuaenpecaHTiB Npu NikyBaHHI NaLUi€eHTIB 3 Be/IMKUM [enpecuBHUM pPo31afoM, fKi HEe Masln HaslexXHOol
BiANOBIAj Ha NliKyBaHHSA aHTuAenpecaHTaMmn», Koa gocnimkeHHs 3111-301-001, 3 iHKOpPNopOBaHO NOMPaBKO0
3 Big 27 nunHs 2020 p.; cnoHcop - Allergan Limited, doinis komnaHii Allergan Sales, LLC, BenvkobputaHis
3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

58. OHOBeHWII NpoTOKo gocnipkeHHs CL3-95005-007, chiHanbHa Bepcisa 2.0 Big 30 rpyaHsa 2020 p., 3
iHKopnopoBaHo cyTTeBolo nonpaBkot Nel.0 Big 30 rpygHa 2020 p.; 3miHa Has3BM KiHIYHOro
BUNpo6yBaHHA; IHhopmauiiiHuit nucTok i hopma iHthopmoBaHOT 3roagn y4acHMKa, Wo A04alThbCcA A0
npoTtokosly NeCL3-95005-007 — NMonpaBka 1 — AnA HOBUX nauieHTiB — (piHanbHa Bepcia/l.R.L.S. ITOI Big,
25 Gepe3Hs 2021 p. ana YKpaiHu yKpaiHCbKOlo MOBO1o; IHthopmauiiiHuii nuctok i hopma iHhopmoBaHoi
3rogu yyacHuKa, Wo aojaroTbecs Ao npotokony NeCL3-95005-007 — MonpaBka 1 — 4N HOBUX NaLiE€HTIB
- ¢piHanbHa Bepcia/l.R...S.ITOl Big 25 6Gepe3na 2021 p. AnA YKpaiHM POCIiICbKOIO MOBOIO;
IHcbopmauiiiHuini nuctok i ¢hopma iHhopMOBaHOI 3rogM yyacHUKa, WO [0[aITbCA A0 MPOTOKOMy
NeCL3-95005-007- MonpaBka 1 — gnA nauieHTiB, sKi B)XXe GepyTb y4yacTb Y AOCAIfKEHHI - hiHanbHa
Bepcif/l.R.1.S.ITOI Big 25 6epe3Ha 2021 p. ana YKpaiHM YKpPaiHCbKOI0 MOBOIO; IHhopMaLiiiHWIi INCTOK i
thopma iHhopmoBaHOI 3rogu yyacHukKa, Wo AoAalnTbea A0 NpoTokony NeCL3-95005-007- MonpaBka 1
— ANA NauieHTiB, AKi BXXe 6epyTb yyacTb y AOCAifKeHHi - piHanbHa Bepcis/l.R.l.S./ITOI Big 25 6epe3Hs
2021 p. gnAa YKpaiHu pociiicbkolo MOBOLO; IHhopmauiliHuiA NUcToK i popma iHchopMoBaHOI 3roau
BariTHOI NapTHepKu, WO AojalTbcs A0 npoTokony NeCL3-95005-007 — MonpaBka 1 - cpiHanbHa
Bepcis/l.R.1.S. ITOI Big 25 6epe3Hsa 2021 p. ansa YKpaiHM yKpaiHCbKOIo MOBOIO; IHhopMauiiiHuii NucToK i
thopma iHchopmoBaHOI 3roau BariTHOI NapTHEPKWU, WO A0[AOTLCA A0 NPoToKosly NeCL3-95005-007 —
MonpaBka 1 - chiHanbHa Bepcis/l.R.L.S. ITOI Big 25 6epe3sHs 2021 p. Ansa YKpaiHM POCiliCbKOK MOBOIO [0
NPOTOKONY KiHIYHOrO Aoc/impKeHHs «Bigkpute paHpomizoBaHe pocnigxkeHHs 1l dasun, ake nopiBHIOE
TpuchnypuauH | Tunipayun y noegHaHHi 3 6esaumsymabomM Ta MoHoTepanieto TpudnypuanH / Tynipaumn y
nawieHTIB i3 pethpakTepHM MeTacTaTUYHUM KOSIOPEKTa/IbHUM pakom», Kog AocnimpkeHHs CL3-95005-007,
®iHanbHa Bepcid Big 10 yepBHs 2020 p.; CNOHCOP - IHCTUTYT MiXKHapoaHuX aocnimkeHb «CEPB’E» (Institut de
Recherches Internationales Servier (1.R.1.S.)), ®paHuis

3asiBHUK - TOBApUCTBO 3 0GMEXEHOH0 BignoBigasbHICTIO «KLP YkpaiHa»

Byno Cmasio

«Bigkpute paHpgomisoBaHe pocnigkeHHs Il | «<Bigkpute paHgomizoBaHe pgocnigxkeHHsa |l
t¢hasun, sike nopiBHoe TpudnypuauH | Tunipauyun | dasu, ke nopisHioe TpudpnypuauH | Tunipaymn
y noeaHaHHi 3 6eBaLM3ymacom Ta |y noeAHaHHi 3 6eBayum3ymadéom Ta

MoHoTepanielo Tpudnypugud | Tunipauun y | MOHoTepanieo TpudnypuauH | Tunipayun y
nauieHTiB i3 pedpakTepHUM MeTacTaTMYHUM | NALiEHTIB i3 pedipakTepHMM MeTacTaTUYHUM
KONIOPEKTASIbHUM PaKoOM» KOJIOPEKTASIbHUM pakom (pocnimxeHHs
SUNLIGHT)»

59. bpouwypa aocnimkeHHss AMEERA-5, Bepcis 3.0 Big 18 nuctonaga 2020 poKy, YKpaiHCbKOIO Ta
pociiicbkolo MoBamu; PopMa 3 KOHTaAKTHOHO iHhopmauieto nadieHta AMEERA-5, octaTouHa Bepcis 2.0
Big 18 nuctonaga 2020p., yKpaiHCbKOIO MOBOLO; dopMa KOHTAKTHOI iH(hopmauii nauieHta AMEERA-5,
ocTtatoyHa pepakuia 2.0 Big 18 nucronaga 2020p., poCilicbKOl0 MOBOI; JIMCT-3anpoLUeHHA A5
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yyacHukiB pocnipxeHHs AMEERA-5, Bepcis 3.0 Big 11 Gepe3Hsa 2020 p., YKpaiHCbKOIH MOBOIO;
AMEERA-5 Jluct-3anpoweHHA naujieHTty, pegakuis 3.0 Big 11 6epe3Hs 2020 p., pocCiiicbko0 MOBOIO;
Mnakat pocnigpkeHHa AMEERA-5, Bepcia 2.0 Big 18 nuctonaga 2020 poKy, YKpaiHCbKOK Ta
pociiicbkoto moBamu; IHhopmauiiiHuii nuctok, Bepcia 3.0 Big 22 rpyaHa 2020 poky (nonpaBka 3 o
NPOTOKOJ1y), YKPAIHCbKOI Ta pocilicbkolo MoBamu; Kaptka y4dacHuka gocnigpxkeHHa AMEERA-5
(EFC15935), Bepcis 2.0 Big 5 6epe3HAa 2021 poKy, YKPAIHCbKOIO Ta POCifiCbKOIO MOBaMu [0 NPOTOKOJY
KMIHIYHOTO focnimKeHHs "PaHgomizoBaHe, 6aratoLeHTpoBe, NoABiiHE ciine focnimxeHHs 3 dpasu npenapaty
amueHecTpaHT (SAR439859) y koM6GiHaLii 3 Nas6ouuKIi6oM y NOPIBHAHHI 3 /IETPO30/0M Yy KOMOIHaUji 3
nanéouuknioom Ans nikyBaHHA nauieHTiB 3 ER(+), HER2(-) pakom MO/IOYHOI 3a/1031, SKi paHiwe He
OTPUMYBa/IN  CUCTEMHOTO MPOTMPAKOBOTrO JliKyBaHHA MOLUMPEHOIO 3aXBOPKBAHHA", KOA, [OC/DKEHHS
EFC15935, 3 nonpaskot 03, Bepcia 1 Big 16 rpyaHa 2020 poky; cnoHcop - sanofi-aventis recherche &
developpement, France (CaHoci-ABeHTIiC peluepLl e gesenonmad, ®paHuis)

3aaBHUK - TOB «CaHodhi-ABEHTIC YKpaiHa»

60. 36iNbLUEHHSA KiSIbKOCTI NaUieHTIB, WO NpuiiMaloTb y4acTb y BUNPOGYBaHHI Ha TepuTopil YKpaiHu, 3
29 po 35 oci6 40 NpoToKoNy KNiHiYHOro gocnimkeHHs «LICA daktopy Xl 418 3HWKEHHS TPOMOOTUYHUX ABULL,
y NaLj€eHTIB i3 TEPMIHA/TBHOI CTafi€r0 XPOHIYHOI XBOPOOU HMPOK Ha Ajanisi: hasa 2, paHgomizoBaHe, NoaBiliHe
cnine, nnaye60-KOHTPOIbOBAHE [OCNIMKEHHS 6e3Mekn, (DapMakoKiHETUKM Ta dapMakogMHaMiKn MHOXUHHNX
003 BAY 2976217.», kog, pocnigpkeHHs BAY2976217/21170, sepcis 1.0 Big 09 6epesHs 2020; cnoHcop -
Banep Al', HimeuunHa

3anBHuK - TOB «baliep», YkpaiHa

61. 3anyuyeHHs [O0AaTKOBOro Micus NpoBeAeHHA BUNPOOGYBaHHA [0 NPOTOKOJTY KAIHIYHOMO A0CNIIKEHHSA
«PaHpomizoBaHe noggiliHe cnine QOCAIMKEHHS Y napasiesibHUX rpynax 3 aKTUBHWM KOHTPOSIEM A5 OLHKK
epekTBHOCTI BOPTIOKCETUHY Y NOPIBHAHHI 3 AecBeHnad)akCMHOM Y JOPOCINX NALEHTIB, O CTPaX4alTb Ha
BENMKUIA OEenpecyMBHUA po3naj i Maim 4acTKOBY BIAMOBIAb Ha Tepanilo CeleKTUBHWMMK iHribiTopamu
3BOPOTHOrO 3axonsieHHs cepoToHiHy (CI33C)», koa gocnigpkeHHs 18498A, sepcia 1.0 Big 22 nuctonaga 2019
p.; cnoHcop - X. JlyHabek A/C, OaHis

3anBHUK - TOB «KniHiuHi gocnimkeHHs AKOH», YkpaiHa

No M.1.6. BignoBigasibHOro AocnigHMKa

n/n Ha3Ba Micus npoBeAeHHs KNiHIYHOITo BUNPOOYBaHHS

1. | nikap Mynuk M.1.

KomyHasibHe HekomepuiiiHe nignpuemctBo  «[lpukapnatCbkuii  061acHWi  KAIHIYHUIA  LeHTp
MCUXIYHOIO 3[00pOB’A |BaHO-DpaHKIBCLKOT 06/1aCHOT pagu», KOHCY/bTaTMBHA NOMIK/IHIKA, M. IBaHO-
PpaHKiBCbK

62. 3miHa BignoBiganbHOro AocnigHuKa Ta 3MiHa Ha3BU MicLs NPOBEAEHHS K/iHIYHOTO BUNPOGYBaHHSA
00 NPOTOKO/Yy KNIHIYHOTO JOChimpKeHHs «PaHgomizoBaHe, 6GaraToueHTpoBe, noggiiHe chine, akTUBHO
KOHTPO/IbOBaHe K/iHiYHe A0CNiMKEeHHs 2a ha3n B napasiesibHuX rpynax Ass 4oBeAEHHST KOHLUENLUiT, BUBYEHHS
edheKTMBHOCTI Ta 6e3Me4YHOCTi KOMGIHOBaHOI Tepanii rycesibkyMaboMm Ta roslimymabom B MiKyBaHHI NaLieHTIB
i3 cepefHbOro CTYMeHsl TSHKKOCTI Ta TSHKKUM HecneuudiyHUM BUPa3KOBUM KOJTITOM», KO AOCAiIKEHHS
CNTO1959UC02002, COVID-19 fopaTok Big 14 TpaBHsA 2020 poky Ao MpoTOKOAY KNiHIYHOIO AOCAIAKEHHS
CNTO1959UC02002 3 nonpaskoto Amendment 2 Big 07.03.2019 p.; cnoHcop - « AHCCEH ®APMALIEBTUKA
HB», Benbris

3asBHuK - «AHCCEH ®APMALIEBTVKA HB», Benbris

BYNO CTANO

nikap MapkeBuny LJ1. nikap LapunHa H.M.

MeauuHnii ueHTp «Ok! KniHik+» ToBapuctBa 3 | Meguunuii ueHTp «Ok!KniHik+» ToBapuctea 3
06MEXEHOW  BIAnoBigasbHICTIO  «MiXHapogHWii | OOMEXEHOK  BIANOBIJaILHICTIO  «MiXHapoAHWiA
IHCTUTYT  KNIHIYHWMX  JOCTMKEeHb»,  AeHHWiA | IHCTUTYT KMIHIYHMX JOCTiIKEeHb», Bigain
cTauioHap, M. KuiB racTpoeHTeposorii Ta renaTonorii
cTauioHapHoro BigfgifieHHs, M. Kuis

63. Inchopmauia ana nayieHta Ta Popma iHhopmoBaHoi 3rogu — MpoTokon 54767414MMY 3012, Bepcis
YKpaiHCbKOIO MOBOIO A/ YKpaiHu Big 16.03.2021, Bepcia 8.0; IHhopmauisa gna nagieHta Ta Popma
iHdbopMmoBaHoi 3rogu - MNMpoTtokon 54767414MMY3012, Bepcia pocilicbKolo MOBOIO A/isi YKpaiHu Big,
16.03.2021, Bepcisa 8.0; 3miHa Ha3BM MIB, 3miHa BignoBiganbHoro gocnigHuka y MMNB go npotokony
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KNiHiYHOro BUNpobyBaHHA «PaHAoMi3oBaHe OGaraToueHTpoBe K/iHIYHe [ochimkKeHHA 3 as3n MOopiBHAHHSA
NiALWKIPHOro Ta BHYTPILLHLOBEHHOIO BBEAEHHA AapaTtyMymaly y nauieHTiB 3 peunanBHOL0 Yn pedhpakTepHoto
MHOXMHHOIO MIE/IOMOIO», KOZ, AocnikeHHA 54767414MMY 3012, 3 nonpaskoto Amendment 4 Big 01.04.2020 p.;
cnoHcop - « AHCCEH ®APMALIEBTVKA HB», Besnbris
3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

BYJIO CTA/IO
[.M.H., npoch. [MonoBcbka T.M, nikap Fony6eBa /1.B.
JepxaBHa ycTaHoBa «IHCTUTYT MeauuHol pagionorii | JepXaBHa  ycTaHoBa  «IHCTUTYT — MeAuYHoOl
imeHi C.M. Tpurop’eBa HaujoHanbHOI akagemii | pagionorii Ta oHkonorii iM. C.MN. purop’eBa
MEAMYHMX HayK YKpaiHW», BigfineHHs K/iHiyHoi | HauioHanbHOT akagemii MeanyHuxX Hayk YkpaiHm»,
OHKoJOrii Ta remartonorii, M. Xapkis BiAAINEHHsT K/IHIYHOT OHKoNoril | remaronorii,
M. XapkiB

64. YTOUHEHHA p[03yBaHHA [OCAIAKYBAHOIO nikapcbKoro 3acoby cenekcinar, JNJ-67896049;
ACT-293987; NS-304; Uptravi® (selexipag); Ta6neTtku BKpUTIi 060/M10HKOK 200 MKr A0 NPOTOKONY
KMiHIYHOro BUNpobyBaHHSA «baraTtoueHTpoBe, paHAoMi3oBaHe, NoABiliHe crine, Nnauebo KOHTPO/IbOBaHe, B
napasienbHUX rpynax, B MOC/ZOBHUX rpynax, ajanTUBHE KAiHiYHe [ochimpkeHHsa 3 a3y 3 HacTynHUM
BIAKPUTUM NPOAOBXEHUM NepiofoM ANA OLiHKM epeKTUBHOCTI Ta 6e3neyYHoCTi NikyBaHHA ceflekcinarom sk
[OMOBHEHHS A0 CTaHAapTHOI Tepanii y nauieHTiB i3 HeonepabesibHOW abo CTINKOK / peumanByOUOo Micns
XipypriyHoro Ta / abo iHTEPBEHLNHOrO NikyBaHHS XPOHIYHOW TPOMO0OEMOO/TIYHOI SIereHeBOt0 rinepTeHsien»,
koA pocnikeHHs AC-065B302, 3 nonpaskoto 3, Bepcia 4, Big 29.09.2020 p.; cnoHcop - «AHCCEH
OAPMALIEBTUKA HB>», Benbris

3asaBHUK - «<AHCCEH ®APMALEBTUKA HB», Benbris

65. Bpowypa gocnigHuka JNJ-67896049 | ACT-293987/ NS-304 UPTRAVI® (selexipag), BugaHHs 16 Bipg,
02.02.2021 p. A0 NPOTOKONY K/iHIYHOrO BUNPOGYyBaHHsA «PaHaoMizoBaHe, 6araToleHTpoBe, NOABiiHe criine,
nnauedbo KOHTPO/IbOBaHe, B MapasiesibHUX rpynax, KOHTPOSIbOBaHe 3a NOAISIMU KMiHIYHE [OCAIMKEHHS 3
NoCNifOBHUM BK/TKOYEHHAM Py, 3 NepiofoM BiAKPUTOro NOA0BXEHOro /iKyBaHHA A5 OLiHKN e(pekTUBHOCTI Ta
6e3neyHOCTi cenekcinary, sk 404aTKOBOI Tepanii 40 CTaHAAPTHOI CXeMU JliKkyBaHHA y AiTei BikoM Big 22 ao
<18 pokKiB 3 JIereHeBOI0 apTepianbHO rinepTeHsieln.», kog gocnigpkeHHa AC-065A310, Bepcis 4 3 NONpasKoto
Amendment 2 Big 13.10.2020p.; cnoHcop - «<AHCCEH ®APMALIEBTVKA HB>», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

66. Bpowypa pgocnigHuka MK-3475, BugaHHAa 20 Big 08 Gepe3HA 2021 poKy, aHINiliCbKOK MOBOIO;
YkpaiHa, MK-7684A-003, IHchopmaLia Ta AOKYMEHT Npo iHhopmoBaHy 3rogy AMA nauieHTta, Bepcia 02
Big 06 KBiTHA 2021 p. yKpaiHCbKOKO MOBOIO; YKpaiHa, MK-7684A-003, IHchopmaLia Ta JOKYMEHT npo
iHdbopMoBaHy 3rogy pnAa naudieHta, Bepcis 02 Big 06 KBiTHA 2021 p. pociiicbkolo MOBOMO; YKpaiHa,
MK-7684A-003, lonoBHEHHA A0 iHhopMmauil Ta AOKYMEHTY Npo iHhopMoBaHy 3rogy ANA nauieHTa gns
NiKyBaHHA nicns nporpecyBaHHs XBOpoowu, Bepcis 01 Big 29 GepesHa 2021 p. yKpalHCLKOIO MOBOIO;
YkpaiHa, MK-7684A-003, lonoBHeHHA A0 iHopmauil Ta AOKYMEHTY npo iHhopmoBaHy 3roay Ans
nauieHTa Ansa JflikyBaHHA Micna nporpecyBaHHA XBopoo6wu, Bepcia 01 Big 29 6epesHa 2021 p.
POCIACbKOI0 MOBOIO [0 MPOTOKOJY KIIHIYHOTO JOCHiMKEHHS «baratoueHTpoBe, paHaoMi30BaHe, NoABiliHe
cnine pgocnigpkeHHsa Il dasm kombiHauii MK-7684 3 nem6ponisymabom (MK-7684A) nopiBHAHO 3
MOHOTepanieto nemoponizymabom B SKOCTI nepwloi AiHii Tepanii gns yyacHukis 3 PD-L1-no3vTuBHUM
MeTacTaTUYHUM HeAPIGHOKTITUHHUM pakoM fiereHis», kog gocnigpkeHHs MK-7684A-003, 3 iHKOPNoOpOBaHOH
nonpaskoto 01 Big 28 ntotoro 2021 poky; cnoHcop - «Mepk Wapn eHa [oym Kopn.», Ao4YipHE NignpueMcTBO
«Mepk eHg Ko., IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBigabHICTI0O «MC/, YKpaiHa»

67. JopgaBaHHA onuUTyBa/ibHUKA A/1A OLiHKM AKOCTI XuTTa — Core 30, Bepcia 3 (QLQ-C30) CueHapiii
npoBegeHHA TenePOHHOro iHTepPB’lo, Bepcis 2.0 yKpaiHCLKOIO Ta POCIICbKOKO MOBamMu [0 NPOTOKO/Y
KMIHIYHOTO AocnimKeHHs1 «PaHgomizoBaHe, noAgiiHe cnine, nnaue6o-koHTponboBaHe dhasu Il gocnigpkeHHs
Tiparonymaoy (aHTu-TIGIT aHTUTINO) B KOMGIHALT 3 aTe30/1i3ymaboM y NopiBHAHHI 3 niauebo B KOMGiHaLT 3
aTes3oniymaboM y MauieHTIB i3 paHile HenikoBaHMM MiCLLEBO-NOWNPEHUM Hepe3ekTabenbHuM abo
meTactaTuyHUm PD-L1-cenekTMBHUM HeApiGHOKNITMHHUM pPakoM JfiereHb», Kog AochimpkeHHs GO041717,
Bepcis 2 Big 8 TpasHsa 2020 p.; cnoHcop - . XoddmaHH-/19 Pow /14, WBeliyapis

3asBHUK - TOBApUCTBO 3 0OMEXEHOLO BiANOBIAa/bHICTIO «PoL YKpaiHa»
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68. MopoBXeHHs TepMiHY NPUAATHOCTI [OCAILKYBAHOro MiKapCbKOro 3acoly ANeKTUHIG TBepai
kancynm no 150 mr 3 36 go 60 micauiB; OHoBneHuii po3ain P.8.1 «Pe3ome Wwopao crtaGinbHOCTI Ta
BUCHOBKU» (P.8.1_cmc374208) gocbe [OCifgKyBaHOro nikapcbKoro 3aco6y; OHoBneHuii po3sgin P.8.2
«TepmiH npupgaTHOCTI Ta yMOBU 36epiraHHA» (P.8.2_cmc374209) gocbe A0CNiAKyBaHOro fiKapCbKoro
3aco6y; OHoBneHwuii po3gin P.8.3 «[laHi npo cTtabinbHicTb» (P.8.3_cmc374210) gocbe AOCNifKyBaHOro
JNiKapCcbKOro 3aco6y [0 MPOTOKONIB KIHIYHUX AOChigkeHb: «PaHgomizoBaHe, 6araToueHTpoBe, dhasu 3,
BIAKPUTE [OOCNIMKEHHS @NIEeKTUHIOY Yy MOPIBHAHHI i3  KPM3OTMHIOOM nMpu  JliKyBaHHI  MNOLUMPEHOTO
HeAPiIGHOKNITUHHOrO paky fiereHb, NO3NTUBHOIO A0 KiHa3n aHan1acTUYHOT nimcomun, 3 NPUBOAY SKOro paHille
He MpoBOAMNOCA NiKyBaHHSA», Kog focnixeHHs BO28984, sepcisa 6 Big 04 nuctonaga 2019 p.; «BigkpuTte,
paHgomizoBaHe gocnigxeHHs I dasn ansa ouiHku edekTMBHOCTI Ta 6e3nekn aneKkTUHIGY B SIKOCTi
ajl'toBaHTHOI Tepanii B NOPIBHAHHI 3 a4't0BaHTHOIO XiMioTepanieto npenapaTamMun Ha OCHOBI NNAaTUHW y NaLiEHTIB
3 HeJPIGHOK/MITUHHUM pakoMm nereHb ctagiil 1B (MyxnnHu = 4 cm) - [HIA, NO3UTUBHUM LLOAO KiHa31 aHan1acTUYHOI
nimchomu, 3 NOBHOK pe3eKuieto NyXNMHU», Kog gocnikeHHs BO40336, Bepcia 5 Big 26 nuctonaga 2019 p.;
cnoHcop - «®. XothdmarH-/1s1 Pow /1Ta» (F. Hoffmann-La Roche Ltd), LLBeiiuapis

3aaBHUK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAA/ILHICTIO «Pow YkpaiHa»

69. Bpowypa pgocnigHuka MK-3475, BuaaHHs 20 Big 08 6epe3HA 2021 p., aHIMiiCbKOKO MOBOLO; YKpaiHa,
MK-3475-598, Bepcis 3.01 Big, 06 KBiTHA 2021 p., yKpaiHCbKOIO MOBOIO, iH(popMmaLlifl Ta AOKYMEHT Npo
iHcbopmoBaHy 3rogy AnA nauieHTa; YKpaiHa, MK-3475-598, Bepcia 3.01 Big 06 kBiTHa 2021 p.,
pocilicbkolo MOBOLO, iHhopmaLifa Ta JOKYMEHT nNpo iHhopmoBaHy 3roay A1 nayieHTa 40 NpoTOoKony
KNiHiYHOro BMNpobyBaHHA «PaHgoMisoBaHe noggiviHe cnine gocnigxeHHs Il dha3n, NopiBHAHHS KOMOIHaLLi
nemoponisymady Ta ininimymaby 3 KombiHauiero nemo6ponisymaby Ta nnauebo y paHille HesnikoBaHux
nawieHTiB 3 MeTacTaTuyHUM HeapPiGHOKNITUHHUM pakoM fereHb 4 ctagii 3 PD-L1-no3uTuBHUMY nyxavHamu
(TPS =50%)(KEYNOTE-598)», koa pocnigxkeHHss MK-3475-598, 3 iHkopriopoBaHo nonpaskoto 06 Big 11
rpyaHa 2020 poky; crnioHcop - "Mepk Wapn Exg doym Kopn.", godipHe nignpvemctso"Mepk EHA Ko., IHK."
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.), CLLA

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

70. OHOBMEHWUIA NMPOTOKOJ1 K/IiHIYHOrO BUNPOGYyBaHHA, Bepcia 9 Big 9 6epe3Ha 2021 p.; Popma
iHchopMmoBaHOiI 3rogu Bepcifa Ana YKpaiHu YKPaiHCbKOK Ta PocCilicbKolo moBamu Big 06 kBiTHA 2021 p.
Ha ocHoBi mogenbHoi ¢hopmu iHhopmoBaHoi 3rogun Bepcia 9 Big 08 ntotoro 2021 p. A0 NPOTOKONY
KNiHiYHOro BUNpobyBaHHA «baraToLeHTpoBe paHAoMi3oBaHe nnauebo-KoOHTPOiboBaHe gocnimxkeHHs Il pasn
aresonisymady (aHTu-PD-L1 aHTWTINI0) B peXxuMi MOHOTepanii Ta B NOEAHAHHI 3 XiMioTepanieto Ha OCHOBI
NNatuHW Yy nNauieHTiB i3  HEesIikoBaHOW MICLLEBO-NOLNPEHOD abo MeTacTaTUYHOW  ypoTesiasibHO
KapuuHOMOLo», Ko gocnimxeHHs WO30070, sepcis 8 Big 12 rpyaHsa 2019 p.; cnoHcop - ®.XodhdpmaHH-/11 PoLu
Ntp (Weelinapis)

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

71. 3miHa BignoBigasIbHOrO AOC/iAHMKA B MiCLi NPOBeAEeHHA BUNPOOYBaHHA; 3miHa Ha3Bu MMB go
NMPOTOKOMY KIIHIYHOTO  AOCNipkeHHs «baratoueHTpoBe, paHAoMmi3oBaHe, noABiliHe-chine, naauebo-
KOHTpO/IbOBaHe gocnimkeHHs dpasu Il gns ouiHkn edpekTMBHOCTI Ta 6€3NeYHOCTi Npenaparty eTponisymat B
SAKOCTI IHAYKLIT | NiATPMMYHOYOro NiKyBaHHS naujieHTIB 3 XBOpobo KpoHa B akTUBHIN dasi Big cepeaHboro Ao
TSDKKOTO CTYMNEHS BaXKKOCTi», koA focnikeHHs GA29144, sepcis 7 Big 24 kBiTHA 2019 poky; cnoHcop - «®.
XOPPMAHH-A POLW NTA», Weeiiyapis (F. HOFFMANN-LAROCHELTD, Switzerland)

3anBHWK - MNignpuemcTso 3 100% iHo3eMHolo iHBecTULjelo «ANK'HOBIA PAC YkpaiHa»

BYNO CTANO
nikap MapkeBuy LJ1. nikap LlapvHHa H.M.
Meguununii ueHTp «Ok!KniHik+» ToBapuctea 3 | Megnuunii  ueHTp  «Ok!KniHik+»  ToBapuctBa 3
06MEXEHOI0 BifMnoBiAas/IbHICTIO «MiKHAPOAHWI | OOMEXEHOI0 BiAMNOBIAa/ILHICTIO «MiKHAPOAHWUA IHCTUTYT
IHCTUTYT KNiHIYHWX JOCNimKEHb», M. K/iB KNiHIYHKUX gocnigxeHb», Big[in racTtpoeHTeponorii Ta
renarosiorii crauioHapHoro BigfineHHs, M. Kuis

72. 3MmiHa BignoBifanbHOro focnigHMKa B Micli NnpoBeAeHHs BUNPOOYBaHHA [0 NPOTOKOY KNiHIYHOIo
pocnipxeHHa «PaHpgomizoBaHe, BigkpuTe AOCiMKeHHS da3n 3 i3 BUBYEHHS iH'€KLIIHOrO AiNn0COMasibHOro
ipuHoTekany (OHIBAV[I®) NOpPiBHAHO 3 TOMOTEKAHOM Y MALLEHTIB i3 APIGHOKMITVHHIUM PakoM NereHi, sKui
nporpecysas nif yac abo nicnA Tepanii NepLloi NiHii Ha OCHOBI NpenapariB NaaTuHW», KoA AOCMiIKEHHSA
MM-398-01-03-04, Bepcia 7.0 Big 24 nuctonaga 2020 poky; cnoHcop - Ipsen Bioscience Inc., CLUA
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3aaBHUK - NignpuemcTso 3 100% iHo3eMHoI iHBecTULico «AK'IOBIA PAC YkpaiHa»

BYNO CTANO

K.M.H. KnimaHoB M.10.| nikap TapaceHko T.€E.

MeanuHuii  LLeHTP ToBapucTBa 3 OOGMEXeHow | MeAuyHuin  LeHTp ToBapucTBa 3 OOMEXEHO
BiANOBiAaNbHICTIO «MeAnuHa KniHika «IHHOBaLis», | BIANOBIAAILHICTIO «MefAnuHa KiiHika «IHHOBaLlis»,
BigdiNeHHss  ximioTepanii, KuiBcbka  06nacTb, | BiggineHHsa  ximioTepanii, KuiBcbka  061acTh,
Buropoacbkuii paiioH, c. JIoTix Buwwropogcbkuii paiioH, c. JTioTix

73. 3miHa BignoBiganbHOro gocnigHuka B Micli npoBefeHHs1 BUNpoGyBaHHA; 3MiHa HasBu MIMB 1o
NPOTOKOY KNiHIYHOro BUNPOBYBaHHSA «BifkpuTe po3lumpeHe A0CNiAKEHHA Ta MOHITOPUHT 6e3MneKkun y NayieHTiB
3 BMPa3KOBMM KOJIITOM CepeAHboro abo BaXKKOTO CTYMEHs, Siki paHiwe 6pann yyacTb y AOCAIMKEHHSX dhasu
[I/lll npenapaty eTponisymab», kog gocnixeHHss GA28951, sepcis 9 Big 12 notoro 2019 poky; cnoHcop - «®.
XodhpmaHH-N15a Pow Nitg» (F. Hoffmann-La Roche Ltd), Lseiiuapis

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

BY/NO CTANO
nikap Mapkesuy .11 nikap UapuHHa H.M.
MeanuHunii  UeHTp «Ok!KniHik+» ToBapuctBa 3 | Meanunuin ueHTp «Ok!KniHik+» ToBapuctea 3
06MEeXeHOoW  BiAnoBigasbHICTIO  «MiXKHApoaHWi | OBMEXeHO  BignoBifasibHICTIO  «MixHapoaHwWiA
IHCTUTYT KNiHIYHKX JocnimKeHb», M. KuiB IHCTUTYT  K/IHIYHUX  AOCNIAKEHb», BigAain
racTpoeHTeposnorii Ta renaronorii
cTauioHapHoro BigaineHHa, M. Kvis

74. OHOBNEHUiA NPOTOKON KiiHiYUHOTrO paocnigxeHHA ACE-536-MDS-002, nonpaBka 3.0 Big 23 ntotoro
2021 p., aHrniiicobkoto MmoBot; ACE-536-MDS-002, IHchopmauisa ana nauieHTa i popma iHchopmoBaHoi
3rogu aHrniicbKolo MOBOK AnsA YKpaiHu, Bepcia 5.0 Big 19 GepesHa 2021 p.; ACE-536-MDS-002,
IHcpopmauia ansa nadieHTa i popma iHhopMoBaHOi 3roan YKpaiHCbKOK MOBOKO As1 YKpaiHu, Bepcis 5.0
Big 19 6epe3HAa 2021 p.; ACE-536-MDS-002, IHchopmauis gnsa nauieHTa i oopma iHhopMmoBaHoi 3rogu
pocilicbkolo MOBOIO pgns YKpaiHu, Bepcia 5.0 Big 19 G6epe3Hsa 2021 p. A0 NPOTOKOAY KAiHIYHOrO
JocnimkeHHs «Bigkpute, paHgomizoBaHe gocnimpkeHHsa ®asn 3 Ans nopiBHAHHA e(peKkTUBHOCTI Ta 6e3neYHOCTI
npenapaty nycnatepuent (ACE-536) Ta enoeTuHy anba pAansa  nikyBaHHs aHeMii, ChpUYUHEHOI
MienogmcnaacTmiyHumm cuHgpomamm (MAC) 3 gyXe HU3bKUM, HU3bKMM ab0 MPOMDKHUM PIBHEM PU3MNKY 3@
IPSS-R, y nauieHTiB, siki paHille He OTpUMYyBasIi CTUMYSTOPU epUTPONoe3y Ta NOTPebyoTb NnepennBaHHs
epuTpounTiB», koA, focnigxeHHs ACE-536-MDS-002, nonpaska 2.0 Big 1 cepriHa 2019 p.; cnoHcop - Celgene
Corporation, USA/ CengxeH KopnopeiiwH, CLUA

3anBHUK - ToBapucTeo 3 O6MexeHot BignosigansHicTio «KOHTpakTHO-AoCAigHMLbKA opraHisauis IHHo®apM-
YkpaiHa»

75. Bpowypa pocnigHuka APG-2575, Bepcia 3.0 Big 18.03.2021 aHrniicbKOldO MOBOIO [0 MPOTOKONY
KniHiYHOro gocnimkeHHs «JocnimkeHHs dasn Ib/ll 3actocyBaHHs npenapaty APG-2575 sik MoHOTepanii abo B
KOMOGiHaLi 3 iHWMMW NiKapCbKMMW NpenapaTamn y NauieHTiB 3 peunamByounmmn Ta/abo pedpakTepHUMn
XPOHIYHUM  AimdpoumuTapHuMm  neikosom  (XJ11)/gpibHOKNITUHHOW  nimdpoumTapHo  nimdbomoro  (4J11)
(SACRED)», kog, pocnipkeHHss APG2575CU101, Bepcis 1.0 Big 18 rpyaHa 2019 ; cnoHcop - Ascentage
Pharma Group Inc. (AceHTax ®apma Mpyn IHK.), CLUA

3asBHuK - TOB «Kpomocapma YkpaiHa»

76. BKnloyeHHA [OAATKOBOro Micusl npoBeAeHHs1 KiHIYHOro BUNPOGYBaHHA [0 MPOTOKOJY KNiHIYHOMO
JocnimpkeHHs «baraToueHTpoBe, BigKpUTe [AOCNIMKEHHS 3 OHIE0 TPynow ANA OUiHKM [O0BroTpusasnoi
6e3nekn, NnepeHoCMOCTi Ta eDEKTUBHOCTI GpiBapaleTamMy B y4acHMWKIB AOC/iAKEHHS BIKOM Big, 2 [0 26 pokiB
i3 ANTSIHOK abCaHCHOK eninencielo abo HBEHINbHOK abcaHCHOK eninencieto», kog aocnigpkeHHs EP0132, 3
iHKoprnopoBaHoto nonpaskoto 1 Big 08 BepecHs 2020 poky; cnoHcop - UCB Biopharma SRL, Belgium
3asBHYK - MignpremcTso 3 100% iHo3eMHoto iHBecTuLje «AK'IOBIA PAC YkpaiHa»

Ne n/n M.1.6. BignoBigasibHOro AocnigHMKa
HasBa MicLs NpoBeAeHHS KNiHIYHOTO BUNPOBYBaHHS
1 A.M.H., Npod., 3aB. Kad. JlitoB4eHko T.A.
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KomyHanbHe HekomepuiliHe nignpnemMcTBo «Micbka guTada nikapHs Ne 5» XapkiBCbKOI MiCbKOT
pagun, Il anTsaye HeBponoridyHe BiAAINEHHSA, M. XapKiB

77. Bpowypa gocnigHuka npenapaty HLX02, Bepcis 7.0 Big 26 ntotoro 2021 poKy, aHr1iicbKoto MOBOIO
[0 NPOTOKO/Y K/iHIYHOrO AocnimkeHHs «[lloagiliHe chnine, paHAOMi30BaHe, GaraToUEeHTPOBE KAiHIiYHEe
pocnimpkeHHa 1l dasn ong nopiBHAHHA eeKTUBHOCTI i OUiHKWM 6e3neyYyHoCTi Ta iIMyHOreHHOCTi npenapaTy
HLX02, wo € 6iocuminapom Tpacty3ymady, Ta npenapaTty [epuentuH®, BupobHuutBa €C, WO
3aCTOCOBYIOTLCA [MpW  paHille HenikoBaHoOMy MeTacTaTUd4HOMY paky MoJsiovHoi 3ano3n 3 HER2-
rinepekcrpecieto», kof gocnikeHH HLX02-BCO1, sepcia 5.0 Big 17 nunHa 2017 poky; cnoHcop - Shanghai
Henlius Biotech Inc., Kutaii

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

78. BK/1IOUEHHA A0AATKOBUX MiCLb NpoBeAEeHHS BUNPOOYBaHHA [0 NMPOTOKOY K/IHIYHOrO AO0CNIIKEHHS
«baraTouleHTpoBe, paHAoMi3oBaHe, NoAgiliHe cnine, nnauebo-KOHTPOSIbOBaHe AOCAIMKEHHS da3u lla, wo
NPOBOAUTLCA B NapasiesibHUX rpynax As1a nepeBipky KOHLENLIT 3 METO OLiHKM e(peKTUBHOCTI Ta 6e3neyHocCTi
npenapaty TU2670 npy nepopajibHOMY NpUinOMi B NaLieHTOK 3 60/1eM Bif, MOMIPHOro A0 TSHXKKOrO CTYMEHHO,
NOB’sA3aHOr0 i3 eHAoMeTpio3oM», Koa aocnigpkeHHs TUC3PII-01, sBepcia 1 Big 07 TpasHs 2020 poky; CnoHcop -
TiumBio Co. Ltd, Republic of Korea

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

No M.1.6. BignoBiganbHOro gocnigHnkKa

n/n HasBa Micusi npoBeAeHHS KIIHIYHOrO BUNPO6YBaHHS

1 | A.M.H., npod., 3aB. Kah. Makapuyk O.M.

KomyHasibHe HeKOMepUiiiHe NignpremMcTBO «IBaHO-PpaHKIBCbKMIA 061aCHNIA NepUHATa/TbHWI LLEHTP
IBaHO-DpaHKIBCbKOI 06/1aCHOT pagu», LIeHTp nnaHyBaHHS CiM'l, IBaHO-PpaHKIBCbKWIA HaLiOHa/TbHUIA
MeANYHUIA YHIBEpPCUTET, kadpegpa akylepcTBa Ta FiHEKosorii NicnsaAunIOMHOI OCBITU, M. |BaHO-
®paHKiBCbK

2 | A.m.H., 3aB. Big. Wypnsk C.O.

KoMyHasibHEe HekomepLiitHe nignpuemMcTBO J1bBIBCbKOI 061acHOi pagn «J1bBIBCbKUA 06MNaCHWiA
KMiHIYHWI NeprHaTaibHWI LEHTP», BigAiNeHHA «PenpoayKTUBHOIO 340P0B'A Ta NiiaHyBaHHS CiM'i»,
JIbBIBCbKWIA  HaLjoHabHWUIA MeauyHWiA  yHiBepcuTeT iMeHi [aHvuna [anuubkoro, kKadegpa
akyLepcTBa, rHekonoril Ta nepuHaTonorii hakynsTeTy NicnaannIoMHol OCBITU, M. JIbBIB

79. BKNIoYyeHHs A0AAaTKOBOro Micusi NpoBefeHHsA K/iHIYHOro BUNPOOYBAaHHA [0 NPOTOKO/Y K/1iHIYHOro
BMNpobyBaHHA  «PaHgomizoBaHe,  nigTBepaxyloue, noAiliHe  cnine,  nnaueb0-KOHTPO/SIbOBaHe,
HaraToLeHTpoBe JOC/IMKEHHSA NiAGoPY ONTUMA/ILHOT 403U B NapasiefibHKX rpynax i3 2-eTanHnM aganTuBHUM
OM3aiHOM | paHAOoMI30BaHOK BIgMIHOK 4715 OUiHKM edhekTMBHOCTI, 6e3neYyHoCTi Ta MepeHOCMMOCTI
OpiBapaueTamy B SKOCTi MOHOTepanii B NauieHTIB Y BiLji Big 2 40 25 pOKIB i3 gUTSAY0 abCaHCHOL enifiencieto
ab6o HBEHINbHOK abCcaHCHOL0 eninencieo», kog gocnikeHH N01269, 3 iHkopnopoBaHoto nonpaskoto 1 Big 03
BepecHsi 2020 poky; cnoHcop - UCB Biopharma SRL, Belgium

3asBHYK - MignpremcTso 3 100% iHo3eMHot0 iHBecTULjel «ANK'IOBIA PAC YkpaiHa»

Ne M.1.6. BignoBigabHOro AocnigHMKa
n/n HasBa micLs NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS
1 O.M.H., npod. JliToBYeHkKo T.A.
KomyHanbHe HekomepuiiiHe nignpuemMmctBo «Micbka autauva nikapHs Ne 5» XapkiBCbKoOi MiCbKOI
paaw, Il anTaye HeBponoriyHe BiAAIIEHHSA, M. XapkKiB

80. Npotokon B0661037 IHchopmavis ans 6arbKiB Ta hopma iHhopmoBaHoi 3roau, sBepcis 7.3.0 Big 02
noToro 2021 p., pnAa YKpaiHu, YKpaiHCbKOK Ta pocilicbkolo moBamu; B0661037/BMS CV185-325
IHCTPYKUiT ANa 6aTbKIB i3 NPUroTyBaHHA Ta 3aCTOCYBaHHS npenapaty Anikca6aH 0,1 Mmr, kKancynu, o
PO3KPUBAIOTBLCH, i3 PO3UMHEHHAM Yy PiguHi (Bogi a60 MOJIOYHIl cyMmili): A/ HOBOHAPOKEHNX. BEPCiA
1 Big 29 ciuHA 2021 p., ykpaiHCbKolo MoBOt; B0661037/BMS CV185-325 IHCTpyKuUisa AnA GaTbkKiB i3
NPUroTyBaHHA Ta A03yBaHHA npenaparty Anikca6aH Kancysnu, Wo po3KkpuBaTbes no 0,1 mr, y piguHi
(Boai a60 MOJIOYHIA cymili): ANA HOBOHapomKeHuUX. Bepcia 1 Big 29 ciuHa 2021 p., pocilicbKoto
MoBoto; B0661037_Bpoliypa ana Habopy nauieHTiB_ Bepcisa 5.0 Big 01 ntotoro 2021 p., yKpaiHCbKOKO
MoBoto; B0661037_IMnakart Ana Ha6opy nauieHTIB y gocnigpkeHHA_ansa nikapis_ Bepcia 5.0 Big 29 ciuna
2021 p., yKpaiHCbKOI MoBOHo; B0661037: J/lucT gocnigHuky_Bepcia 4.0_29 ciuHa 2021 p., yKpaiHCbKOIO
MOBOIO; AAMiHICTPaTUBHI 3MiHM i YTOUHEHHA A0 NPOTOKoNy AocnipxkeHHA B0661037 wopo o6’emy
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KPOBI, W0 BigoGupaeTbcs, Bif 27 ciuHsa 2021 p., aHrNilicbKolo Ta YKpaiHCbKOK MoBaMu; 3MiHa 3asiBHUKaA
KNiHiYHOro BUNpoGyBaHHA B YkKpaiHi 3 TOB «IHBEHTIB XE/IC YKPAIHA» Ha TOB «CiHeoc Xenc
YKpaiHa» [0 NPOTOKO/Y KIIHIYHOrO BUNPOOYBaHHA «PaHAoMi3oBaHe, BigKpUTe AOCNIMKEHHA 3 aKTUBHUM
KOHTpO/sIeEM /1A OUiHKM 6e3neyHOCTi Ta OMMCOoBOI ePeKTUBHOCTI Y negiaTpuyHUX XBOPUX, AKi NOTPeOBYIOThL
3aCTOCYBaHHA aHTUKOArysnsaHTiB ANa NikyBaHHA BUMaAKiB BEHO3HOT TPOMOGOemMO6OonNii», Kog [OC/iIKEeHHS
CV185-325/ B0661037, chiHanbHWIA NPOTOKO/ 3 iHKOPMOPOBaHOK nonpaskol 7 Big 12 nwToro 2020 p.;
cnoHcop - bpicton-Maiiepc CkBi66 IHTepHeLwwHn KopnopeiiwH [Bristol-Myers Squibb International Corporation],
Benbris

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

81. bpowypa focnigHuka gocnigKysaHoro nikapcbkoro 3aco6y 3amikactat (BIA 5-1058), Bepcia 7.0
Big 11.02.2021 p., aHrNilicbKO MOBOIO A0 NPOTOKOAIB KAiHIYHMX AOCNiMXKeHb: BigkpuTe 6aratoueHTpoBe
OOCNIMKEHHST AN BMBYEHHSA (papMakokiHEeTUKM, 6e3neYyHOCTi Ta eqIeKTUBHOCTI npenaparty 3amikacTtar sk
AoJdaTtkoBoi Tepanii npu JfiereHeBiii apTepiasbHiin rineptensii (JTAF), kog pocnikeHHs BIA-51058-201,
ocTtatoyHa Bepcia 3.0 Big 12.05.2020 p.; BigkpuTte 6aratoueHTpoBe AOCNIMKEHHA ONA OLUiHKM 6e3neku Ta
edheKkTMBHOCTI npenapaTy 3amikactar B SKOCTi af’lOBaHTHOI Tepanii npu TPUBasIOMy NiKyBaHHi fereHeBoi
apTepianbHoi rinepteHsii (JIAIN), koa aocnikenHs BIA-51058-202, octatouHa Bepcisa 3.0 Big 12.05.2020 p.;
croHcop - Bial - Portela & Ca, S.A., MNMopTtyranis

3aaBHUK - «CKoyn IHTepHeLwwHn Al», HimeyunHa

82. 3miHa BignoBiganbLHOro gocnigHukKa B Miculi npoBegeHHA BUNPOGyBaHHA; 3miHa HasBu MIMB go
NPOTOKONY KMiHIYHOTO BMMPOOYBaHHA «Bigkpute po3wnpeHe AOCAIAXKEHHS i3 CMOCTEPEXEHHAM 6e3neku
nauieHTiB 3 XBOPOOOK KpOHa B akTWBHIl hasi Bif cepefHbOro 0 TSHXKKOTO CTYMeHs BaXKKOCTI, SKi paHile
npuiManu yyacTb ¥ NPOTOKO/i eTposiisymat dasa Il gocnigpkeHHs GA29144», kog, pocnigpkeHHs GA29145,
Bepcis 6 Big 29 keiTHA 2019 poky; cnoHcop - «®. XodpchmaHH-/1a Pow Nito», LWeeiuapia (F. Hoffmann-La
Roche Ltd, Switzerland)

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

BYNo CTANO

nikap [Mapkesuy LJ1. nikap LapuHHa H.M.

Meanunuii  ueHTp «OK!KniHik+» ToBapuctea 3 | MeanuHuii  ueHTp «Ok!KniHik+» ToBapucTea 3
06MEXeHOW  BiAnoBiganbHICTIO  "MikHapoaHuii | OGMEXEHOK  BiAnoBiAaIbHICTIO  «MiKHapoAHwiA
IHCTUTYT KNIHIYHUX JOCNiMKEeHb», M. K1iB IHCTUTYT KNiHIYHUX [oc/imKeHb», BigAin
racTpoeHTeposiorii Ta renaTonorii cralioHapHoOro
BigAineHHs, M. Kuis

83. 36iNblIEeHHA 3an1aHOBAHOI Ki/IbKOCTi NauieHTiB B YKpaiHi 3 27 00 45 0ci6; YTOUHEeHHSA Ha3BU KpaiHu
3asaBHuka: byno - «Epromeg MiEnCi», Benuko6putaHisa; Ctano - «Epromep MiEnCi», CnonyueHe
KoponiBcTBO A0 NPOTOKOMY K/iHIYHOrO BUMNPO6YyBaHHA «KniHiyHe gocnimkeHHs lla/llb cha3n 3acTtocyBaHHSA
npenapaTty NC-6004 y koM6iHauil 3 Nem6ponisymabom y nauieHTiB 3 peuuanBytoyoo abo MetacTaTU4HOK
M/TIOCKOKNITUHHOK KapLUMHOMOK FOI0BM Ta LWKWi, y SIKUX JliKyBaHHS npenaparamy naatuHu abo cxemoto 3
3aCTOCYyBaHHAM npenaparTiB MaaTUHU BUSABUNIOCHA HeeeKTUBHUMY», KoA gocnimkeHHs NC-6004-009, Bepcis
6.0 Big 04 uepBHA 2020 poky; cnoHcop - HaHoKeppiep Ko, ITg. [NanoCarrier Co, Ltd.], AnoHis

3anBHuK - Epromeg MIiENCi, CnonyyeHe Koponiscteo

84. Nnuct nikapio Npo HanpaB/ieHHA NauieHTiB, Bepcia V01 Big 01 Gepe3HAa 2021 poKy, nepeknag
yKpaiHCbKOlo MOBOIO Bip, 30 6epe3sHa 2021 poky; IHhopmauiiHuii NMCTOK pocnigkeHHs, Bepcis 01 Big
15 noToro 2021 poKy, YKpPAiHCbKOK MOBOK [0 MPOTOKO/Y K/iHIYHOro BMNpobyBaHHsS «Bigkpute,
GaraToLEeHTpOBe, paHAoMi3oBaHe aocnimkeHHs dasm lll, B sskomy nopiBHOETbCS npenapaT NUC-1031 y
NO€eAHaHHI 3 UMCNAATMHOM i reMumTabiH y NoeAHaHHI 3 UMCNAaTUHOM Y MaLieHTIB i3 paHile He NiKoBaHUM
MicLLeBO-NoWMpeHUM abo MeTacTaTUyHUM PakoM XKOBUHUX LINSAXIB», ko4 gocnimkeHHs NuTide:121, sepcis
3.0 Big 15 xo0BTHA 2019 poky; cnoHcop - NuCana plc, Benuka bputaHis

3aaBHUK - MNignpremcTso 3 100% iHo3emMHoM iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

85. MpepgmeTn ana yyacHukiB pgocnigpxeHHa SUCCOUR, Bepcia V1.0 Big 08 niotoro 2021 poky,
nepeknag ykpaiHCbKolo MOBOH Bif, 08 KBiTHA 2021 poKy (HagaHHA yyaCcHUKaM AOCNIOKEHHSA CYMKU-
XonoaunbHUKa Ansa TpaHcnoptyBaHHA AJ13) 40 NpOTOKONY KNiHIYHOrO BUNpobyBaHHA «baraToueHTpose,
paHgoMi3oBaHe, MoABiHe crine, niauebo-KOHTPO/IbOBaHE KJiHIYHE gocnimkeHHs dasu || gnaa ouiHku
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edheKTMBHOCTI Ta 6e3neyHocTi npenapaTy CBP-307 y naujieHTiB i3 BMpa3koBMM KoniTom (BK) cepegHboro ta
BaXKKOr0 CTyrneHs», kog, gocnimkeHHsa CBP-307CN002, sepcia 5.0 Big 17 rpyaHa 2019 poky; cnoHcop - Suzhou
Connect Biopharmaceuticals, Ltd., China

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

86. ACT16877 OnutyBanbHUKM ANA nNawieHTiB rpynu B/B BBefeHHA (Bykner AnAa nauieHTa),
YKpaiHCbKOI0O MOBOK pAnA  YKpaiHu, ¢iHanbHa Bepcia Big 26 6epesHa 2021p.; ACT16877
OonuTyBasibHUKKN ANA NalieHTa rpynu B/B BBegeHHA (BykneTt ans nauieHTa), Bepcisa Ha pociiicbKili MOBI
Ana YKpaiHu, hiHanbHa Bepcia Big 29 6epes3Hs 2021p.; ACT16877 OnuTyBa/IbHUKA OIS NaLEHTIB
rpynu n/w BBegeHHsA (BykneTt gns nauieHTa), yKpaiHCbKOI MOBOLO A5 YKpaiHu, (hiHanbHa Bepcisa Big
26 Gepe3Ha 2021p.; ACT16877 OnuTyBasIbHUKN ANsa nauieHTa rpynu n/w BBeaeHHA (Byknet agns
nauieHTa), Bepcia Ha pocilicbkiii MOBi ana YkpaiHu, ciHanbHa Bepcisa Big 29 G6epe3Ha 2021p. go
MPOTOKO/Ty  KAiHIYHOrO  gocnigkeHHs «PaHgomizoBaHe, noggiiiHe cnine, nnaue60-KoOHTPOsiboBaHe
pocnimpkeHHa dasn 2 ana ouiHku edpekTMBHOCTI Ta 6e3nekn SAR441344, MOHOK/IOHA/IBHOTO aHTuTiIa A0
aHTaroHicta CD40L, y naLjeHTiB 3 peuuamByouMM PO3CISHUM CKNepo3oM», Kof aocnikeHHs ACT16877,
Bepcia 1 Big 26 nuctonaga 2020 poky; cnoHcop - sanofi-aventis recherche & developpement, France (CaHodi-
ABEHTIC peLlepL e AesenonmaH, ®paHLis)

3aaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

87. OHOBNEHNIT NPOTOKON KAiHiUHOro gocnigkeHHsa AC-058B202, pepakuis 10 Big 19 xoBTHA 2020 p.;
CHHOMNCUC OHOBJ/IEHOrO NPOTOKOJY KJliHIYHOro gocnigpkeHHa AC-058B202, pepakuis 10 Big 19 )XOBTHA
2020 p., ocTaTO4HMI Nepeksiafg 3 aHrniicbKkoi MOBM Ha YKpaiHCbKy MOBY Big 15 rpygHa 2020 p.;
IHchopmaunia gna nauieHTa Ta popma 3roam Ha yyacTb Y AOCAiAKeHHi, ocTtaTouHa peaakuia 9.0 (gnsa
YKpPaiHCbKMX [OCAIAHULBbKUX LLeHTPIB) Big 05 KBiTHA 2021 p., ocTaTOUHUI Nepeknag 3 aHrNilncbKoi
MOBM Ha YKpaiHCbKy MOBY Bif 12 KBiTHA 2021 p., ocTaTO4HWii nepeknag 3 aHrNificbKoi MOBU Ha
pociiicbky MoBY Bif 12 kBiTHA 2021 p.; IHdopmaLiiiHWIA NMCTOK yyacHUKa Ta chopma iHhopmMmoBaHOiI
3roAu Ha y4yacTb Yy TecTyBaHHi po60OTM MarHiTHO-pe3oHaHCHOro Tomorpadpa, octaTtoyHa pepgakuis
aHrniicbKkolo MoBok 4.0 ana YkpaiHu Big 11 ntotoro 2021 p., octatouHuii nepeknag yKpaiHCbKOO
MOBOIO Bif, 17 6epe3HA 2021 p., ocTaTOYHUI Nepeknag pPocCiiicbkoo MOBOIO Bif 17 6epe3Ha 2021 p.;
Hopatok ao iHchopmauil onsa nauieHTa Ta popMu 3roam Ha yyacTb Y foOCNigKeHH]I, ocTaTouHa peaakuis
1.0 gna Ykpainu Big 11 ntotoro 2021 p., ocTaTOUHUIA NepeKnas 3 aHrNiiCbKOi MOBU Ha YKPAIHCbKY MOBY
Big 17 6epe3HA 2021 p., oOCTaTOUHUII Nepeknag, 3 aHrMiicbKoi MOBM Ha POCiliCbKYy MOBY Bif, 17 6epe3Hs
2021 p.; KapTka yuacHuKa KniHiuHoro gocnigxkeHHa AC-058B202, peaakuia ana YkpaiHu Big, 02 6epe3Hs
2021 p., ocTaTOMHMI NepeKknag 3 aHraiicbKoi MOBU Ha yKpalHCbKy MOBY Big, 17 6epe3Hs 2021 p.,
OCTaTOUHWIA Nepekaz 3 aHriicbKoi MOBM Ha pociiicbKy MOBY Bifg, 17 6epe3Ha 2021 p. A0 NpoTOKONy
KMiHIYHOrO AocnimkeHHs «baratoueHTpoBe paHAoMi30oBaHe, NOABINHO c/ine AOCAIMKEHHS, L0 MPOBOANTLCA B
napasieNbHNX rpynax XBOPUX Ha pPeuunavBylouvii pemiTylounidi PO3CiSIHWMIA CKIepo3 i3 MEeTOH BUBYEHHS
6e3neyHOoCTi, MepeHOCMOCTi N ed)eKTMBHOCTI npenapaTy noHecumop, (aroHicta peuentopis S1P1 ans
nepopasibHOro mpuiiomy) npy TpMBasIOMy 3acTocyBaHHi B fo3ax 10, 20 i 40 mr Ha fo6y (MPOAOBXEHHS
pocnipkeHHs AC-058B201)», kog pocnigpkeHHs AC-058B202, octaTouHa pefakuis 9 3 iHKOpNopoBaHO
Monpaskoto 8 Big 14 TpaBHs 2020 p.; cnoHcop - AkTenioH ®apmackioTikana /14, Lseiyapis

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

88. OHoBneHa Bpouwypa gocnigHuka [JNJ-67896049 /| ACT-293987 | NS-304 UPTRAVI® (cenekcunar)],
Bepcia 16 Big 02 ntotoro 2021 p.; IHchopmauia anAa BariTHOI NapTHEPKU YyYaCcHUKa [OCiAKeHHA/6aTbKiB
BariTHOI NapTHepKu Ta Popma iHpopMoBaHOI 3roau Ans YKpaiHu, Bepcia 1.0 Big 18 niotoro 2021 poky.
Mepeknapg 3 aHrNificbKOi MOBU Ha YKpaiHCbKY Big 01 kBiTHA 2021 p.; nepeknag 3 aHIMiiCcbKOT MOBU Ha
pociiicbky Big 01 kBiTHA 2021 p. 4O NPOTOKO/Y KAiHIYHOTrO BUNPobyBaHHSA «lpocnekTnBHe 6araToLeHTpoBe
BiAKpUTE HenopiBHANbHE JocnigpkeHHA |1l dasM 3 MeTol BUBYEHHA 6e3nekn, MepeHoCcMMOoCTi Ta
dhapMakoKiHETVKN ceneKkcunary B fiTeii 3 JIETEHEeBOK apTepiasibHOK TiNepTEeH3IE», KO AOCiIKEHHS
AC-065A203, dhiHasibHa Bepcia 6 Big 5 XoBTHA 2020 p.; cnoHcop - AkTeslioH ®apmacbloTikasc fTa.,
Lseiuapia (Actelion Pharmaceuticals Ltd, Switzerland)

3aaBHuK - TOB «MB KBecT», YkpaiHa

89. BK/1IOUEHHA [04ATKOBUX MiCUb NPOBEAEHHA K/iHIYHOro BMNPOGYBaHHA [0 NPOTOKOAY KMiHIYHOro
BMNPO6YBaHHA «baraTouUeHTpoBe, paHaoMi3oBaHe, NoAgiiHe cnine, nnaueb0-KoOHTPOIbOBaHE AOCAIAXEHHS
hasm Illb onsa ouiHkM edrekTUBHOCTI Ta 6e3neyHocTi npenapaty Okpenisymad y [0OpOC/AMX NaUieHTiB 3
NepBYHHO-NPOrpecyoymMM Po3CiAHUM CKNepo3om», kog aocnimpkeHHs WA40404, sepcia 3 Big 04 cepnHa 2020
p.; cnoHcop - ®. XodhchmarH-/1a Pow /T4, LWseliyapia (F. Hoffmann-La Roche Ltd, Switzerland)
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3aaBHUK - ToBapncTBo 3 O6MexeHo BignosigansHicTio «kKoHTpakTHO-AocnigHnubka OpraHisauis IHHodapM-
YkpaiHa»

No M.1.6. BignoBigansHoOro gocnigHuka
n/n Ha3Ba Micug npoBeAeHHSA K/iHIYHOro BUNPO6GYBaHHS

1. O.M.H., npodp. Herpuy T.I.
KomyHanbHe HekomepuiiiHe nignprmeMcTBo JIbBIBCbKOT 06/1aCHOT paam «JIbBiBCbka 06n1acHa KiiHivHa
NiKapHsi», HEBPOJIOTiYHe BigaineHHs, M. JIbBiB, cMT. Bennkuii JTo6iHb

2. O.M.H., npod. CmonaHka B.I.

KomyHasibHe HekomepLiiHe nignpremcTBo «O61aCHWA KNiHIYHWIA LEeHTP HeMpoXipyprii Ta HEBPOIOTii»
3akapnatcbkoi 06/acHOi paau, BifgAinieHHs LepebpoBackynspHOi naTtonorii, [JepxaBHWiA BULMIA
HaBYa/IbHWUI  3aKknaf «YXXTOPOACbKUIA  HauiOHaNbHWIA  yHiBepcuTeT», kadhegpa HeBpOAorii,
Helipoxipyprii Ta ncuxiatpii, M. Y)xropog,

90. 3miHa 3asaBHUKa 3 TOB «KniHiuHi gocnigkeHHsa AiKOH» Ha TOB «ApBaHcen KniHikan» 10 NpOTOKO/yY
KNiHIYHOro gocnigxeHHs LocnimpKeHHs 3 OLUiHKM eIeKTMBHOCTI, 6e3MeyYHOCTi Ta (hapMakoKiHETUKM npwu
3actocyBaHHi npenapaty IgPro20 (imyHornobyniHy Ansa niglwkipHoro BBeAEHHs, XideHTpa®) y A0pOoCnmnX
navieHTiB i3 gepmaromiosnTom (AM) - gocnimxkeHHss RECLAIIM., kog gocnigxeHHs IgPro20_3007, nonpaska 3
Big 21 nunHa 2020 p.; cnoHcop - CSL Behring LLC, USA / CiEcEn BepiHr EnEnCi, CLUA

3aaBHuUK - TOB "AgaBaHceq KniHikan", YkpaiHa

91. KapTkn gns o6roBopeHHsA iHhopmoBaHoi 3rogu, Bepcisa [V0O1 UKR(uk)] Big 15 ntotoro 2019 poky,
yKpaiHCbKOI0 MOBOIO; KapTku ans o6roBopeHHA iHpopMoBaHoi 3rogu, Bepcia [V01 UKR(ru)] Big 15
noToro 2019 poky, pocilicbKoto MoBOO; MOCIGHUK i3 gocnimKeHHA Ana 6arbkiB, Bepcis [VO1 UKR(uk)]
Big 15 ntotoro 2019 poKy, yKpaiHCbKOI MOBOIO; MOCiGHUK i3 gocnimkeHHA Ana 6artbkiB, Bepcia [V0O1
UKR(ru)] Big 15 nitotoro 2019 poKy, POCIiliCbKOKO MOBOK [0 MNPOTOKO/Y KAiHIYHOTO BUMNPOOYBaHHSA
«BigKpnTe 6GaraTouUeHTpOBE AOCAIMKEHHSA ha3n 2, WO NPOBOAUTLCA B OAHIA rpyni, A1 OLjHIOBAHHS
chapmakokiHeTMKN, 6e3neYHOCTi, NePeHOCUMOCTI Ta aHTUMIKOBakKTepiasibHOT akTMBHOCTI npenapaty TMC207 y
NnoefHaHHi i3 3acTocyBaHHAM cynyTHiX npenapaTtis (CIM) npoTn Ty6epKybo3y i3 MHOXWUHHOK J1iKapCbKo
cTiikicTio (TB-MIC) npu nikyBaHHi gitei i nignitkis Bikom Big O micAuiB Ao < 18 pokiB i3 nigTBEpAKEHUM 260
MvoBipHUM nereHeBum TB-MJIC», kog gocnikeHHs TMC207-C211, iHkopnopoBaHuii nonpaskoto 7, Big 02
6epesHa 2020 poky; cnoHcop - Janssen-Cilag International NV, Belgium

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

92. BK/1IOUYEHHSA A0AATKOBOIO MiCcLisA NPOBeAEHHA BUNPOOYBaHHA [0 NPOTOKONY KAiHIYHOTO AOCAIAKEHHS
«PaHpomizoBaHe, noAgiitHe criine, nnaueb0o-KOHTPO/IbOBaHe, GaraToLEHTPOBE AOCIMKEHHS B NapaieslbHUX
rpynax Aansa ouiHk1 dpapmakoguHamiki, diapmakoKiHETMKNM, 6Ge3MeYyHOCTi Ta MNepeHOoCUMOCTI npenapaty
GLPG3970 npu nepopasibHOMY 3acTOCYBaHHi MPOTAroM 12 TMXHIB Yy AOPOC/AUX NALEHTIB 3 aKTUBHUM
CUCTEMHMM YEPBOHMM BOBYaKOM>», KoA AocnixeHHs GLPG3970-CL-102, sepcia 1.0 Big 17 BepecHs 2020
poKy; cnoHcop - Galapagos NV, Belgium

3aaBHUK - MNignpremcTso 3 100% iHo3emMHOM iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

No MN.1.B. BignoBsiganbHOro gocnigHuka

n/n Ha3Ba Micus npoBeAeHHsA K/iHIYHOro BUNpPo6yBaHHSA

1 O.M.H., npodp. CTtaHichaBuyk M.A.

KomyHanbHe HekomepLiliHe NignprnemcTBo «BiHHULbKa 061acHa KniHivHa nikapHs iM. M.1. Muporosa
BiHHMLbKOT 061acHOT Pagn», BrucokocnevianizoBaHuii kniHivHWiA LleHTp peBmaTosorii, 0cTeonoposy
Ta 6ionoriyHoi Tepanii, M. BiHHMLA

93. 36inbLlUeHHA 3an/1aHOBaHOI KiZIbKOCTI foCNigKyBaHUX A/151 BK/TIOUYEHHSA Y BUNPOGYBaHHA B YKpaiHi 3
70 po 95 oci6 A0 NPOTOKO/Y KMiHIYHOro AochimpKeHHS «PaHAoMi3oBaHe BigKpuTe AOCAIMKEHHS 3 aKTUBHUM
KOHTpOJIEM, LLLO MPOBOANTLCSA 3 METOH OLLiHKM 6€3NeYHOCTi, NeEPEeHOCUMOCTI i1 edpekTUBHOCTI acpaGiuuHy AA
BHYTPILUHLOBEHHOTO / NepopasibHOro 3acTOCyBaHHA NpW NiKyBaHHI NauieHTiB 3i CTadiIOKOKOBUMUY IH(DEKLiSIMM
KiCTOK abo cyrnobis», kog pocnigpkeHHs Debio 1450-BJI-205, octatouHa pefakuisa 5.0 3 iHTerposaHot
Monpaskoto 2 Big 14 xoBTHA 2020 p.; cnoHcop - «[ebiodapm IHTepHewHN CA» [Debiopharm International SA],
LLisenuapis

3asBHNK - TOBAPUCTBO 3 OBEMEXEHOIO BIAMNOBIAANBHICTIO «l EC AN-YKPAIHA»
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94. OHOB/IEHWA MNPOTOKON  KNiHiYHOro BunpobyBaHHA M14-430 3 iHKOpNopoBaHUMU
ApmiHicTpaTuBHuMM 3miHamu 5 T1a 6 i MonpaBkamu 1, 2, 3, 4, 5 Ta 6 Big 25 XOBTHA 2020 poKy;
IHbopMmauia pgnAa nauieHTa Ta iHopMOBaHa 3rofa Ha y4yacTb Y HayKOBOMY [AOC/iMKEHHi Ta
HeoOOB’sI3KOBOMY AlOC/iMKeHHI, Bepcis 6.1 aAna YKpaiHu Bif, 16 6epe3HAa 2021 poKy, YKpalHCLKOIO Ta
pociiicbkolo moBamu; 3MiHa agpecu 3asBHMKA K/iHIYHOro BunpoGyBaHHA - «EGOGBI
BiochapmacbloTtikans FmM6X», LUBeiiuapia 40 NPOTOKONY KIIHIYHOTO [OChifkeHHA «baraTtoueHTpose,
paHgoMi3oBaHe, noAgiiiHe cnine, Mauebo0-KOHTPO/IbOBaHE [OBIOCTPOKOBE MPOLOBXKEHE [OC/iIIKEHHS
nigTPMMYYOI Tepanii g1 BUBYEHHSA eDEKTUBHOCTI Ta 6€3ne4HOCTi YnagauntuHioy (ABT-494) y nauieHTis 3
XBOpO6OK KpoHa, ski 3aBepwunnun gocnigxeHHs M14-431 un M14-433», kog gocnimkeHHs M14-430,
iHKoprnopoBaHuii nonpaekamu 1, 2, 3, 4 Ta 5 Big 29 kBiTHA 2020 poky; cnoHcop - AbbVie Inc., USA

3anBHuUK - «E66BI BiothapmacstoTikan3 TM6X», LLBeliuapis

BYNO CTANO

Heiixopwtpacce 23, 6341 ™. bBaap, | Anbte LWTaiiHxay3epwTpacce 14, 6330 Xam,
WBeityapia (Neuhofstrasse 23, 6341 Baar, | LLBeliuapia (Alte Steinhauserstrasse 14, 6330
Switzerland) Cham, Switzerland)

95. OHoBneHuii MpoTokon KniHiuHoro Bunpo6yBaHHsa ARGX-113-1902, Bepcis 4.0 Big 07 ciuHa 2021 p.,
aHrniicbkolo MoBoOK; Bpouwypa pgocnigHuka pocnigpkyBaHOro ikapcbkoro 3acody ARGX-113
(efgartigimod), Bepcis 9.0 Big 27 nuctonaga 2020 p., aHrailicbkolo MoOBOLO; Bpowypa gocnigHuka
nikapcbkoro 3aco6y Pekomb6iHaHTHa rianypoHigasa nioguim PH20 (rHuUPH20), Bepcis 9.0 Big 08 ciuHsa
2021 p., aHrniiicbkoto MoBoto; IHhopMmalis ana nauyieHTa Ta popma iHPopMOBaHOI 3roaun Ans YKpaiHu,
aHrniicbKkol mMoBoto, Bepcia 4.0 Big 23 nwoTtoro 2021 p.; IHopmauia gna naugieHta Ta copma
iHhopMoBaHOI 3roau ANA YKpaiHWU, YKpaiHCbKOl MoBolo, Bepcia 4.0 Big 23 nwoToro 2021 p.;
IHhopMmauisa gnsa nauyieHTa Ta popma iHhopmoBaHoOI 3rogu Ans YKpaiHu, pocCilficbKoo MOBOLO, Bepcist
4.0 Big 23 motoro 2021 p.; COVID-19 AJopatok Bepcis 3.0 Big 23 notoro 2021p. ao IHcpopmauii ansa
nauieHTa Ta coopmu iHhopMmoBaHOI 3roau Ana YKpaiHu, aHr1iicbKoo MOBOLO, Bepcis 4.0 Big, 23 ntotoro
2021p; COVID-19 Aopatok Bepcia 3.0 Big 23 ntotoro 2021p. go IHopmauii ana nagieHta ta hopmu
iHcbopMmoBaHOi 3rogun gnsa YKpaiHu, yKpaiHCbKOK MOBOIO, Bepcifa 4.0 Big 23 ntotoro 2021p; COVID-19
Aopatok Bepcisa 3.0 Big 23 ntotoro 2021p. o IHcopmauii ana nauieHta Ta popmu iHhopmoBaHOI 3roaun
Ana YKpaiHu, pocilicbkolo MoBoio, Bepcia 4.0 Big 23 nwToro 2021p; 3roga Ha NpoBeAeHHA
TeneBisnuTy_lMoromkeHHs 3aABKU Ha npoBeAeHHs TeneBisuty _Medable TeleVisit App Consent Big 26
TpaBHs 2020 p., YKpaiHCbKOIO MOBO10; CMoBileHHs nauieHTa npo TenesisnT eNeKTPOHHOIO NMOLUTOo Ta
3a gonomoroto gogatky Televisit-_TeleVisit Patient App Notifications, Bepcia 1 Big 11 TpaBHAa 2020 p.,
YKPaiHCbKOIO Ta aHrniiicbkoro MoBamu; 3pa3oK 306paXeHHsi Ha eKpaHi e/IeKTPOHHOro MPUCTPOLO
Jopartok ansa npoBeneHHs TeneBi3uTIiB Ana naudieHTta_TeleVisit Patient App Screenshots, Bepcisa 1 Big,
14 BepecHs 2020p., ykpaiHCbKOIO MoBolo; Televisit: noci6GHuk gna nauieHta_Televisit Patient Guide,
Big 08 TpaBHsA 2020 p., yKpaiHCbKOIO MOBOIO; 3rofa Ha NpoBeAeHHA Tenesi3uTy_loromkeHHs 3asiBKU
Ha npoBegeHHA Tenei3suty_Medable TeleVisit App Consent- Big 26 TpaBHa 2020 p., pOCiCbKOIO
MOBOIO; CrnoOBileHHA MalieHTa efIeKTPOHHOK MNOoWwToK nMnpo TeneBisuT Ta CNOBIWEHHA
popatkiB_Televisit Patient App Notifications, Bepcia 1.0 Big 11 TpaBHA 2020 p., pPOCIliCbKOIO Ta
aHrniicbkolo mMoBamu; 3pa3oK 3006paXeHHSi Ha €eKpaHi efeKTPOHHOro npucTpoto_Jopatok Ans
nposegeHHs Tenesi3uTiB Ansa nauieHta _Televisit Patient App Screenshots, Bepcisa 1 Big 12 niotoro
2021 p., pociiicbkoto moBoto; Moci6HMK Ana nauieHTa wopo poéotu 3 TeleVisit_Televisit Patient Guide,
Big 08 TpaBHA 2020 p., pociiicbkolo MOBOIO; PekomeHaauii Ans nauieHTiB WOAO0 TPaHCMOPTYBaHHA
JocnipKyBaHoro npenapary, iioro 36epiraHHA B [OMaLUHiIX YMOBaX i MOHITOPUHIY Temneparypu,
Bepcia 3.0 Big 08 rpyaHsa 2020p., yKpaiHCbLKOO MOBOIO; PekomeHpauii AnA NauieHTiB wopno
TPaHCNOPTYBaHHA [OC/iAXKYBaHOro npenapary, ioro 3éepiraHHs B AOMALUHiIX yMOBaXx i MOHITOPUHIY
Temnepatypu, Bepcia 3.0 Big 08 rpyaHa 2020p., pocCiiicbkoo MOBOIO; IHCTPYKLis i3 camOCTiliHOro
BBeleHHs1 npenapary ANA nauieHTiB y pamkax gocnigpkeHHa ARGX-113-1902, Bepcis 3.0 Big 23 niotoro
2021 p., YKpaiHCbKOI MOBOLO; IHCTPYKLis i3 caMOCTIAHOro BBeAEeHHA npenapaTty A/A MNaUi€HTIB y
pamkax pocnigpkeHHAa ARGX-113-1902, Bepcia 3.0 Big 23 niotoro 2021 p., pOCiliCbKOIO MOBOIO;
IHCTPYKLUiA i3 caMOCTiliHOro BBeAA€HHA npenapaTty A/ NayieHTiB y pamKkax gocnigpkeHHsa ARGX-113-
1902 - 180 mr/mn, Bepcia 4.0 Big 23 noToro 2021 p., yKpaiHCbKO MOBOI; IHCTPYKLis i3 camocTiliHOro
BBeAEeHHS npenapary A/1s nauieHTiB y pamkax gocnimpkeHHa ARGX-113-1902 — 180 mr/mn, Bepcia 4.0
Big 23 niTtoro 2021 p., pociiicbkolo MOBOMO; XXypHan peecTpauii BBefeHHA p[ocnigkyBaHOro
nikapcbKoro 3aco6y Ana nauieHTiB, Bepcia 3.0 Big 07 ciuHAa 2021 p., yKpaiHCbKOO MOBOIO; XXypHan
peecTpauii BBeAeHHA AOCNiAKYyBaHOro NnikapcbKoro 3acody AnA nauieHTiB, Bepcia 3.0 Big 07 ciuHAa
2021 p., pOCIACbLKOO MOBOI; 3a/llyYeHHs AO0AATKOBOrO AOC/iAKYBaHOro JliKapCbKOro 3acooty
ARGX-113/rHUPH20, po3unH ana nigwkipHux iv’ekuiii, 1 cdnakoH i3 6 mn ARGX-113/rHuPH20, 180
mr/imn (Bupo6Huku: Patheon Italia S.p.A, Italy; Lonza Drug Product Services AG, Switzerland; Eurofins
Lancaster Laboratories Inc., USA; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services
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GmbH, Germany); locbe gocnigxyBaHoro nikapcbkoro 3acoéy ARGX-113 with rHuPH20, po3uuH gnsa
nigwkipHuX iH’ekuiid, Bepcia 3.1 Big 22 ciuHA 2021p., aHrAicbKo MOBOH;[loCbE AOCNioKYBaHOro
nikapcbkoro 3acody ARGX-113 with rHUPH20 po3uuH gns nigwkipHux iH’eKuii, po3gin Appendices
rHuPH20, Bepcis 3.1 Big 22 ciuHa 2021p., aHrNiicbKOK MOBOI; JOCLE AOCiAKYBaHOI0O /1iKApCbKOro
3aco6y ARGX-113, po3uuH gns in’ekuin 180 mr/imn, po3gin Non-Clinical/Clinical, Bepcis 4.0 Big, 05 ciuHsa
2021p., aHrnificbKoo MOBOI0; 3pa3oK MapKyBaHHA A5 d1akoHy [OCAILKYBaHOIO 1iKapCbKOro 3acoody
ARGX-113/rHUPH20, po3uuH gnsa nigwkipHuX in’ekuiin, 180 mr/imn, 3a npotokosiom ARGX-113-1902, Big,
21 rpypgHa 2020 p., yKpaiHCbKOW MOBOLO; 3pa3oK MapKyBaHHA A/ KOPOGKU AOC/ifKyBaHOro
nikapcbkoro 3aco6y ARGX-113/rHuPH20, po3uuH ansa nigwkipHux iH’ekuii, 180 mr/mn, 3a NpOTOKO/10M
ARGX-113-1902, Big 21 rpygHa 2020 p. 40 NPOTOKO/Y KAIHIYHOrO AOCNIAXEHHS «BiakpuTe NpoaoBXeHHS
pocnimpkeHHss ARGX-113-1802 anst BUBYEHHS AOBrOCTPOKOBOT 6€3MeYHOCTI, NEPEHOCUMOCTI Ta €EKTUBHOCTI
npenapaty Ecdprapririmog PH20 ana niglwkipHOro BBEAEHHS Y MALIEHTIB i3 XPOHIYHOKW 3anasibHO
AeMieniHizytouoto noniHeponarieto (X340M)», kog aocnigpkeHHs ARGX-113-1902, sepcis 3.0 Big 26 TpaBHs
2020 p.; cnoHcop - argenx BVBA, Belgium/ apaxeHkc BBBA, Benbris

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

96. OHoBneHwuii MpoTokon, octatouHa Bepcia 6.0 Big 19 ntotoro 2021 p., aHrNifiCbKOIO MOBOIO;
MonpaBka po MNpoTokony Homep 12, octatouHa Bepcisa 1.0 Big 08 niotoro 2021 p. go MpoTtokony,
octatouHa Bepcisa 5.0 Big 11 nuctonaga 2019 p., aHrNIiCbKOKO MOBOIO [0 MPOTOKOJY K/iHIYHOIo
JocnimpkeHHss «PaHaomisoBaHe, MiXHapogHe, 3 akTMBHMM KOHTponewm, (Bigkpute), (noAagiiiHe cnine)
OOCMiMKEHHS 3 Nigbopy 403U B napasiesibHUX rpynax, 3 ouiHKKM edDeKTUBHOCTI Ta 6€3MeYHOCTi 3aCTOCYBaHHS
npenapaty NNC0195-0092 oauH pa3 Ha TUXAEHb Y MOPIBHSHHI 3 LWOAEHHMM 3aCTOCYBaHHSIM npenaparty
ropmoHy pocTty (HopgaitponiH® ®nekcl1po) y aitei npenybepTaTtHOro Biky 3 AeiLlMTOM ropMOHY POCTY, Y AKX
paHille He npoBoAmMnaca Tepanis npenaparamu ropMoHy pocTy», kog, gocnikeHHA NN8640-4172, octaTtouHa
Bepcia 5.0 Big 11 nuctonaga 2019 p.; cnoHcop - Novo Nordisk A/S, Denmark

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

97. OHoBneHuii MpoTtokon, thiHanbHa Bepcia 7.0 Big 22 notoro 2021 p., aHrIiACbKOK MOBOIO [0
NPOTOKOY KAIHIYHOTO BUNPOOYyBaHHA «[ocnigpkeHHs eeKTMBHOCTI Ta 6e3nekn 3acToCcyBaHHS npenapary
ComanauutaH (Somapacitan) oanH pa3 Ha TWXAEHb Yy MOPIBHSAHHI 3 LWOAEHHNM 3aCTOCYyBaHHSM npenapaTy
HopgitponiH® (Norditropin®) y aitein 3 gediuMToM rOPMOHY POCTy»., kog, pocnimkeHHs NN8640-4263,
thinanbHa Bepcis 3.0 Big 01 nimnHA 2019 p.; cnoHcop - Novo Nordisk A/S (Denmark)

3asBHuK - TOB «HoBO Hopgaick YkpaiHa»

98. OHOB/E€HUIA NPOTOKON KNiHiuHOro Bunpo6yBaHHA ASR-TBE, Bepcis 3.0 Big 05.03.2021 1o npoTokosty
KMiHiYHOro BUNpoByBaHHA «Bigkpute paHaoMi3oBaHe AOCMIIKEHHS 3 OLiHKM GioeKBiBaIEHTHOCTI (DiKCOBaHOT
koMbiHaLii «PO330P», kancynu 1eepgi no 75 mr/20 mr (TOB HB® «MIKPOXIM», YkpaiHa) B MOPiBHAHHI 3
OfHOYacHMM MpuinoMomMm MoHonpenapaTiB «KPECTOP», Ta6/eTkv, BKPUTI M/IIBKOBOK 0B0/IOHKOK, Mo 20 Mr
(Actpa3eHeka HOK JlimiTeq, Benvka bputanis) Ta « TROMBYL», Tabnetkn no 75 mr (Pfizer AB, LBeuis) 3a
y4yacTio 340p0BMX A06pOBO/bLIB», kog gocnixeHHs ASR-TBE, sepcis 2.0 Big 11.08.2020; cnoHcop - TOB
HB® «MIKPOXIM», YkpaiHa

3asaBHUK - TOB HB® «MIKPOXIM», YkpaiHa
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