Jopatok 1

«Mepenik cyTTEBMX MONpaBoOK A0 MPOTOKONIB K/iHIYHUX BUNPOOGYBaHb, PO3IMIAHYTUX Ha 3acifaHHi
HTP N203 Big 18.01.2024, Ha siKi 6y/i1 OTPpUMaHi MO3UTUBHI BUCHOBKU €KCNepTiB.»

1. MopoBXeHHA TepMiHY NPUAATHOCTI AOCAIAKYBAaHOro nikapcbKoro sacooy Tiparonyma6, KOHUeHTpaT
ON151 PO3UMHY ANA BHYTPIWHbOBEHHUX iHdy3iii, 600 mr/10 mn go 60 micAwie; OHoBneHi po3ginu S.7.1
«Pe3tome Wo[o0 cTaGiNnbHOCTI Ta BUCHOBKU» (S.7.1 - RIM-REGQUAL-144258 v2.0), S.7.2 «[poTtokon
nicnApeecTpayiiHoOro BUBYEHHS1 CTabiNIbHOCTI Ta 3060B’sAA3aHHA WOAO0 CTabiNbHOCTI» (S.7.2 - RIM-
REGQUAL-144263 v2.0), S.7.3 «faHi npo cTabinbHicTb» (S.7.3 - RIM-REGQUAL-144262 v2.0), P.1
«Onuc i cknag nikapcbkoro 3aco6y» (P.1 - RIM-REGQUAL-059980 v3.0), P.3.1 «<Bupo6Huk(n)» (P.3.1 -
RIM-REGQUAL-147086 v1.0), P.3.4 «<KOHTpPO/Ib KpUTUYHUX CTaAili i npoMiXHOT npoaykuii» (P.3.4 — RIM-
REGQUAL-081724 v2.0), P.5.1 «Cneuudikauia(i)» (P.5.1 - RIM-REGQUAL-062825 v3.0), P.5.2
«AHaniTMuHi metogukn» (P.5.2 - RIM-REGQUAL-064126 v3.0), P.5.3 «Banigauia aHanitTuyHmnx
meToguk» (P.5.3 — RIM-REGQUAL-065260 v3.0), P.5.4 «AHani3u cepiii» (P.5.4 - RIM-REGQUAL-067452
v3.0), P.5.6 «OGrpyHTYBaHHA cneuundikauii(ii)» (P.5.6 - RIM-REGQUAL-069522 v3.0), P.8.1 «Pe3tome
wopo crabinbHOCcTi Ta BUCHOBKM» (P.8.1 - RIM-REGQUAL-121565 v2.0), P.8.2 «[lpoTokon
nicnsipeecTpauiiiHoro BUBYEHHSA CTaGiIbHOCTI Ta 3060B’A3aHHA WoA[o ctabinbHocTi» (P.8.2 - RIM-
REGQUAL-144270 v2.0), P.8.3 «[aHi npo cta6inbHicTb» (P.8.3 - RIM-REGQUAL-121567 v2.0) pocbe
[OCNifKyBaHOTO  JliKapcbKoro 3acoOGy Tiparonyma6, KOHUEHTpaT A1 pPO3UMHYy  Ans
BHYTPilWHbOBEHHUX iHY3iiA, 600 Mr/l0 Mma 4O NMPOTOKOAMIB KAiHIYHMX BMNPOBYyBaHb: «PaHOoMmi3oBaHe,
noagiiHe cnine, nnauebo-koHTponboBaHe asun Il gocnipkeHHsa Tiparonymaoy (aHTU-TIGIT aHTUTINO) B
KOMOiHaLji 3 aTe30/1i3ymMaboM y NOPiBHSIHHI 3 Nnauebo B KOMOiHaLi 3 ate30/1i3ymaboM y NawjieHTIB i3 paHille
HenikoBaHUM  MICLeBO-NOLIMPEHUM  Hepe3ekTabesnbHuM  abo  MeTactatuyHum  PD-L1-cenekTvBHUM
HeApPIGHOKNITUHHUM pakoM JfiereHb», Kof pocnimxkeHHs GO41717, sepcia 6 Big 02 uyepBHAa 2023 p.;
«PaHgomizoBaHe, noggiliHe chnine, nnauebo-koHTposnboBaHe a3un Il gocnigkeHHs aTes3onisymaby B
noefHaHHi 3 Tiparonymaéom (aHTU-TIGIT aHTKTINO) abo 6e3 Tiparosiymaby y nauieHTiB i3 Hepe3ekTabesibHO
M/IOCKOKMITUHHOK KapUUHOMOK CTpaBOXohdy, YMs KapuuHOMa He nporpecysBana nicns pagukasibHOT
ximionpomeHeBOT Tepanii», ko4 pocnigpkeHHs YO042137, sepcia 6 Big 08 rpygHa 2022 p.; crnioHcop -
®.XothbdpmanH-/1s Pow /114, LWBeliyapis

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

2. MpoTOKO KNiHIYHOrO focnigkeHHA, nonpaBka 3 Big, 25 cepnHsa 2023 p., aHrNiiCbKOK MOBOLO; OCbEe
[OCnigpKyBaHOro Jikapcbkoro 3aco6y Jekcnpaminekcon ta nnauye6o (IMPD), Bepcia 6.0 Big 16
nuctonaga 2023, aHrnificbkolo MoBoto; IHhopmauis gna naudieHta Ta hopma iHthopmoBaHOI 3roau,
YkpaiHa, Bepcia 2.1 Big 30 xoBTHA 2023 p., yKpaiHCbLKOIO MOBOIO; laeHTUbiKaLiliHa KapTKa nayuieHTa,
Bepcia 2.1 Big 14 BepecHA 2023p., yKpaiHCbKOO MOBOIO; BK/1IOUEHHSA J,04aTKOBOro Micus npoBeAeHHsA
KMNiHIYHOTO BUNPOGYBaHHA [0 MPOTOKOMY KAIHIYHOrO AocnimkeHHs «PaHgomizoBaHe, noAgiviHe chine,
nnaueb0o-KOHTPONIbOBaHe AOC/IMKEHHA B napasieflbHuX rpynax Ans OuiHKu edekTMBHOCTI, 6e3MeyHoCTi Ta
nepeHoCUMOCTi AeKkcnpaminekcony A8 NepopasibHOro 3acTOCyBaHHA NPOTATOM 24 TWXKHIB Y NauieHTiB 3
eo3rHodpineHo actmoro (EXHALE-4)», kog pgocnigpkeHHs AR-DEX-22-03, 3 iHKOPNopoBaHO Monpaskolo 2,
Big 09 uepsBHa 2023; cnoHcop - ApeTes Tepan'toTikc IHK. (Areteia Therapeutics, Inc.), CLLA

3anBHuK - TOB «BOPNABANA KNIHIKAM TPAISIC YKP»

Ne MN.1.6. BigNOBiAa/IbLHOrO AOCNIAHMKA

n/n HasBa micLs NpoBeAEHHS KNiHIYHOTO BUNPOBYBaHHS

1. O.M.H., npodd. AHapeiumnH C.M.

KoMyHasibHEe HekoMmepLiiHe NignpUEMCTBO «TepHONIIbCbKa KOMyHaslbHa MicbKa MikapHsa No2»,
TepaneBTMYHe BiagineHHs Nel, TepHONINbCbKUA HauiOHAIbHWIA MeAWYHWUIA YHIBEPCUTET IMEHI
I.A. TopbaueBcbkoro MiHiCTepcTBa OXOpPOHW 3[0POB'A  YKpaiHn, kadeapa nponeseBTuku
BHYTPILHLOI MeaVLMHW Ta pTursiaTpii, M. TepHoninb

3. Bpouwypa gocnigHuka ana npenapaty CNTO1959 (rycenbkyma6), BugaHHa 15 Big 29 cepnHAa 2023
poKy; 3miHa Ha3BU Micus NpPoBeAeHHA BUNPOOYBaHHSA; 3MiHa MicUA NpoBefeHHs1 BUNPOOGYBaHHA [10
MPOTOKOMY KJ/IHIYHOrO JocnifpkeHHs «PaHgomizoBaHe, noggiliHe cnine, nnauebo-kOHTPOsibOBaHe Ta 3
aKTMBHMM KOHTPOJiEM, GaraToueHTPOBE [OCMIMKEHHS dha3un 2/3, Wo NpoBOANTLCS Y NapanefnibHux rpynax 3
METOH OL|iHKM e(pekTMBHOCTI Ta 6e3neYHOCTi rycesibkyMaly Yy naujieHTiB i3 XBOpo600 KpoHa B akTuBHIi (hasi
BiJ, CEpEeAHbOro A0 BaXKKOr0 CTyMNeHs TSHKKOCTi», koA aocnigpkeHHss CNTO1959CRD3001, 3 nonpaskoto 5 Big 12
nunnHs 2022 poky; cnoHcop - Janssen Pharmaceutica NV, Belgium / AAHcceH dapmaueBTuka HB, benbris
3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

| BYNIO | CTANIO |




K.M.H. OnitiHnK O.1. K-M.H. OniliHnk O..

KomyHanbHa yctaHoBa «6-a MicbKa KhiHiuHa | KOMyHanbHe HekomepuiliHe nignpPUeEMCTBO
nikapHaA», racTtpoeHTeposoriuHe BiagineHHs, | «Micbka nikapHA Ne6» 3anopisbKoi MiCbKOT
M. 3anopixoks paaum, BiggineHHsa Tepanii, M. 3anopixxs

4. bpolypa pgocnigHuka ans AocnimKyBaHOro nikapcbKoro 3aco6y YnagauutuHio (ABT-494), Bepcis
14 Big 04 x0BTHA 2023 poKy [0 NPOTOKO/IB KNiHIYHUX BUNPOGYBaHb: «PaHAoMi3oBaHe, NoAgiliHe cnine
pocnipkenHs, |l dasn, ansa nopiBHAHHA npenapaty YnagauyutuHio (ABT-494) 3 nnaue6o Ta 3
aganiMmymabom, y NauieHTIB 3 cepeaHbOTSIKKOK abo TSHXKKOK hopmamm akTMBHOTO pEBMATOIGHOIO apTpuTy,
LLIO OTPUMYIOTb CTabifIbHY 6a3MCHY Tepanito MeTOTPEKCaTOM Ta He A0CSI/IM afeKBaTHOT BiAnoBiAl Ha HET», Kog,
pocnimpkeHHss M14-465, 3 iHkoprnopoBaHUMK AAMiHicTpaTMBHUMKN 3MiHamu 1, 2, 3 i 4 Ta MNMonpaBkamu 0.01,
0.01.01, 1, 2, 2.02, 3, 3.01, 4, 4.03, 5, 6, 7 Ta 8 Big 10 kBiTHA 2023 poky; «baraToueHTpoBE, TpMUBane
nogoBxeHe gocnigxeHHs 1l dpasn 3 OuUiHKM 6e3neyvHoCTi Ta ePeKkTUBHOCTI YnapgauuTtuHioy (ABT-494) y
nawieHTiB 3 BUPa3KOBUM KOMITOM», koA, AocnimpkeHHs M14-533, AgmiHicTpatueHmumm 3miHamu 1, 3, 5, 6, 7, 8
(Tinbkm ana KaHaaw), 9, 101 11 (tinbku ana Monbui) Ta Monpaskamu 0.01, 1, 2, 3, 4, 5, 6, 7, 7.02 (Tinbkn ans
HimeuunHu), 7.03 (Tinbkn ana Kopei) Ta 8 Big 28 nwotoro 2023 poky; «PaHgomizoBaHe, noAgiliHe cnine
pocnimpkeHHs, 11l dpasu, 4N NOpiBHAHHA NpenapaTy YnagauuTtuHio (ABT-494) 3 nnauebo Ta 3 aganimymabom
y NaUi€HTIB 3 aKTMBHMM MCOPIaTU4HUM apTPUTOM, SIKi MalOTb B aHaMHE3i HeageKkBaTHY BiANOBiAb NPYHaNMHI Ha
OOWH HeBiooriYHMI XBOPO6O-MOoAMQIKYOUMA NpoTupeBmaTnyHmii npenapat (XMMPIM) — SELECT — PsA 1»,
koA pocnigxkeHHsa M15-572, 3 iHkopnopoBaHuMy afgMiHicTpaTUBHUMU 3MiHamn 1, 2, 3, 4, 5, 6 [0/19 [OHKOHrY
(Kvtait)], 7 i 8 Ta Nonpaskamu 1, 1.01 (gna VHP kpain) 2, 3, 4, 5, 6 Ta 7 (415 BCix KpaiH KpiMm AnoHii) Big 30
ciuHa 2021 poky; «baratoueHTpoBe, paHAoOMi30BaHe, MNoOABiiHE crine, nNNauebo-KOHTPOIbOBaHE
[OBroCTPOKOBE MPOAOBXEHE AOCMIMKEHHS NiATPUMYOUYOT Tepanii Ans BMBYEHHA edqIeKTUBHOCTI Ta
6e3nevyHocTi YnagauutuHioy (ABT-494) y naujieHTiB 3 XBOp0o60to KpoHa, siki 3aBepLunin gocnigkeHHsa M14-
431 un M14-433», Koa gocnigxeHHs M14-430, 3 iHkopnopoBaHMMKU AAMIHICTpaTUBHUMK 3MiHaMn 5 Ta 6 i
Monpaekamu 1, 2, 3, 4, 5, 6, 7, 7.01, 7.02, 7.04 Ta 8 Big 28 ntotoro 2023 poky; «PaHaomi3oBaHe, NoaBiliHe
cnine, nnauebo-KOHTPOoIboBaHe AochifpkeHHA ®a3n 3 ANng OUiHKM npenapaTy ynagauuTuHio y nignitkie ta
O0pPOC/IMX NAUIEHTIB 3 NOMIPHUM Ta TAXKUM aToniyHUM AepMaTuToM», Kog, focnimxeHHa M16-045, sepcisa 7.0
Big 13 rpygHa 2022 poky; «[porpama paHAOMi30BaHuX, naaueb0-KOHTPO/bOBAHUX MOABIHUX CAIMNUMX
jocnimpkeHs pasn 3 ANA OuiHKM ehbekTMBHOCTI Ta 6e3nevyHocTi YnagauuTuHioy y Aopocinx nauieHTiB 3
akCia/IbHUM CMOHAWI0APTPUTOM i3 NOAaNbLUMM NEPIoAOM NPUNMHEHHS JiKyBaHHSA NPWU AOCATHEHHI peMicii»,
koA pgocnimpkeHHs M19-944, sepcis 6.0 Big 27 xoBTHA 2022 poky; cnoHcop - AbbVie Inc., USA

3anBHuK - «EB6BI BiothapmachkoTikana TM6X», LLseliLapis

5. IHhopmauia ana yyacHuka ta dopma 3rogm Ha yvyacTb A1 nonepeaHbOro CKPUHiHry, ciHaibHa
Bepcia 2.0-UA(UK), Big 14 nuctonaga 2023 p., yKpaiHCbKOO MOBOIO; IHhopmauisa gnsa yyacHuka ta
dopma 3roayM Ha y4yacTb AN nonepefHbLOro CKPUHiHry, ciHanbHa Bepcia 2.0-UA(RU), Big 14
nuctonaga 2023 p., pocilicbkolo MoBOHO; IHhopMaLis Ans yyacHUKa gocnigkeHHs Ta dopma 3rogm Ha
HafaHHA 3pas3KiB KPOBi ANA MalOyTHIX focnigKeHb, (piHanbHa Bepcia 2.0-UA(UK), Big 14 nuctonaga
2023 p., yKpalHCbKOIO MOBOIO; IH(hopMaLis ansa ydacHUKa gocnigkeHHA Ta dopma 3roau Ha HafaHHs
3pasKiB KpoBi AnA MaiiGyTHiX pocnimkeHb, hiHanbHa Bepcia 2.0-UA(RU), Big 14 nuctonaga 2023 p,
pociiicbKkolo MoBOIo; IHhopmaLia anA yyacHuka Ta Popma 3roau Ha yvyacTb A1 napTHepa yyacHuli y
BMNaAKy NaTosIoriyHOI BariTHOCTi abo0 HapOMKEHHA LUTUMHU i3 MOPYLIEHHAMU CTaHy 340pOB’SA,
thinanbHa Bepcia 2.0-UA(UK), Big 14 nuctonaga 2023., ykpaiHCbKOl MoOBOW; IHchopmauia ans
y4yacHuKa Ta dopMa 3rogm Ha yyacTb 411 NapTHepa yyacHuUUi y BUNnagKy naTosioriyHol BariTHocTi abo
HapOMKEHHA AUTUHU i3 MNOPYLIEHHAMU CTaHy 340poB’A, (hiHanbHa Bepcia 2.0-UA(RU), Big 14
nucronaga 2023 p., pociiicbKkolo MOBO1O; IHWa nucbMoBa iHhopmauisa ana nadieHta: Baw NOCiGHUK 3
MNTAHb CXYOAHEHHSA y evoke(+), chiHanbHa Bepcia 1. 0-UA(UK) Big 13 nuctonaga 2023 p.; Bauw
noci6Huk 3 MMTAHb CXYAHEHHSA y evoke(+), chiHanbHa Bepcis 1. 0-UA(RU) Big 13 nuctonaga 2023 p.;
KapTka-HaragyBaHHsA Bi3uTiB, thiHanbHa Bepcia 1. 0-UA(UK) Big 13 nuctonapga 2023 p.; KapTtka-
HaragyBaHHA Bi3uTiB, piHanbHa Bepcia 1. 0-UA(RU) Big 13 nuctonaga 2023 p.; evoke(+) MNepeBarun
ydyacTi: po3yMiHHAI nepeBar yyacTi B gocnifgxeHHi, hiHanbHa Bepcia 1. 0-UA(UK) Big 13 nuctonaga
2023 p.; evoke(+) NMepeBarn yyacTi: po3yMmiHHA nepeBar yyacTti B AOCNifKeHHi, (piHanbHa Bepcia 1. 0-
UA(RU) Big 13 nuctonaga 2023 p.; CEPTU®DIKAT NPO YYACTD, chiHanbHa Bepcisa 1. 0-UA(UK) Big 13
nucronaga 2023 p.; CEPTUDIKAT NPO YYACTD, chiHanbHa Bepcisa 1. 0-UA(RU) Big 13 nuctonaga 2023
p.; Baw nociGHuK i3 gocnimpkeHHA Ta njaHyBa/bHUK evoke, Bepcia 1.0, 14 rpygHa 2021 p, Global
Master_UA; Baw noci6GHuUK i3 gocnimkeHHA Ta nnaHyBasibHUK evoke, chiHanbHa Bepcis 1. 0-UA(RU) Big
13 nuctonapga 2023 p.; Mopaau i nigTpMMKa ANA y4acHUKIB gocnigkeHHA evoke, Bepcis 1.0, 14 rpygHa
2021 p, Global Master_UA; Mopagu 1 nigTpyMka gns ydacHuKiB gocnimkeHHs evoke, chiHanbHa Bepcisn
1. 0-UA(RUV) Big 13 nuctonapa 2023 p.; Baw NEPLUUN indopmauiiiHuii GioneteHb evoke(+) «Pa3om o
ycnixy», cinanbHa Bepcis 1. 0-UA(UK) Big 13 nuctonaga 2023 p.; Baw MEPLUMIA incopmauiiiHuii
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6loneteHb evoke(+) «Pasom go ycnixy», chiHanbHa Bepcisa 1. 0-UA(RU) Big 13 nuctonaga 2023 p.; Baw
OPYTUIN inchopmauiliHnii GloneteHb evoke(+) «Pasom y Ljili nogopoxi», hiHanbHa Bepcia 1. 0-UA(UK)
Bif 13 nuctonaga 2023 p.; Baw APYIMI inchopmauiiinuii GloneTeHb evoke(+) «Pa3om y wili noaopoxi»,
tinanbHa Bepcia 1. 0-UA(RU) Big 13 nuctonapa 2023 p.; Baw TPETIN evoke(+) inchopmaujiiiHuii
6loneTeHb «CTaHbMO aKTUBHUMU pa3om», dpiHanbHa Bepcia 1. 0-UA(UK) Big 13 nuctonaga 2023 p.;
Baw TPETIN evoke(+) inchopmauiiinnii 6loneteHb «CTaHbMO aKTUBHUMM pa3oM», hiHanbHa Bepcis 1.
0-UA(RU) Big 13 nuctonaga 2023 p.; Baw YETBEPTUN evoke(+) inchopmaluiiinnii GloneteHb «Pazom mu
nigTpumyemMo oAuH opgHoro», (piHanbHa Bepcia 1. 0-UA(UK) Big 13 nuctonaga 2023 p.; Baw
YETBEPTU evoke(+) iHchopmaLiiiHuii GloneteHb «Pa3oM MU NiATPMMYEMO OAWH OAHOrO», hiHabHa
Bepcia 1. 0-UA(RU) Big 13 nuctonapa 2023 p.; Baw M'ATUNA iHcdopmauiiinuii 6loneteHb evoke(+)
«Pa3oM y nolykax 3HaHb», hiHanbHa Bepcia 1. 0-UA(UK) Big 13 nuctonaga 2023 p.; Baw MATUN
iHdhopMauiliHuii GloneTeHb evoke(+) «Pa3om y nowykax 3HaHb», (hiHasibHa Bepcia 1. 0-UA(RU) Big, 13
nuctonaga 2023 p.; XXutta 3 xBopo6oto Anbureiimepa: NigTPMMKa A1 YYACHUKIB [OCIAKEHHA Ta iX
napTHepiB y gocnimkeHHi, hiHanbHa Bepcis 1. 0-UA(UK) Big 13 nuctonaga 2023 p.; XKuTTa 3 XBOpoo60+O
Anbureiimepa: nigTpUMKa ANA YUYACHUKIB AOCANIMKEHHA Ta iX NapTHepiB y AochifkeHHi, QiHabHa
Bepcia 1. 0-UA(RU) Big 13 nuctonaga 2023 p. [0 NPOTOKONY KNiHIYHOTO AOCNIOAXEHHSA «PaHAoMi3oBaHe
nogiiHe cnine nauebo0-KOHTPO/IbOBAHE K/IiHIYHE AOCAIMKEHHS, WO BUBYAE eqEKTMBHICTb Ta 6e3neky
3aCTOCYBaHHA MepopasibHOTO cemarnyTugy y nauieHTiB i3 No4YaTKOBOK CTafield XBopobu Anbureimepa
(EVOKE plus)», kog pocnimpxkeHHA NN6535-4725, dhiHanbHa Bepcisa 10.0 Big 20 rpygHa 2022 p.; cnoHcop -
Novo Nordisk A/S, Denmark

3asaBHUK - TOB «HoBo Hopgaick YkpaiHa»

6. MpoAaoBXeHHA TePMiHY NPOBeAEHHA K/NiHIYHOro BUNpooyBaHHA B YKpaiHi Ao 31 TpaBHA 2027 poKy;
3MiHa NMaHoOBOI KifIbKOCTiI y4YaCHUKIB K/liHIYHOro BUNpoGyBaHHA B YKpaiHi 3 30 go 4 oci6; 3miHa
BiAnNoBiganbLHOro pocnigHvMka y Micui npoBeAeHHs KMNIHIYHOro BUMPOOYBaHHA Ta 3MiHa Micus
npoBefieHHs KNiHIYHOro BUNPOOYBaHHA; 3MiHA Ha3BM MicLil NPoBeAEeHHA K/iHIYHOro BUNPOOGYBaHHSA
00 MPOTOKONY KNiHIYHOTO AOoCnifXeHHs «baratoueHTpoBe, TpuBaule nodoBxeHe pochimpkeHHa 11l das3m 3
OLiHKM 6e3MeYHOoCTi Ta edPeKTUBHOCTI YnagauutuHioy (ABT-494) y nauieHTiB 3 BMPA3KOBMM KOMITOM», KOZ
pocnipkeHHs M14-533, AgMiHicTpaTuBHuMK 3miHamu 1, 3, 5, 6, 7, 8 (Tinbkn onia KaHaawm), 9, 101 11 (Tinbkn ana
MonbLwi) Ta Monpaskamun 0.01, 1, 2, 3, 4, 5, 6, 7, 7.02 (Tinbkn ana HimeuunHn), 7.03 (Tinbku ana Koper) Ta 8 Big,
28 ntotoro 2023 poky; cnoHcop - AbbVie Inc., USA

3anBHuK - «E66BI BiothapmacstoTikan3 TM6X», LLBeliuapis

BYNO CTA/O
K.M.H. NMonsakosa I'.B. K.M.H. FepacumeHko O.M.
MeOnyHuin  LeHTp ToBapucTBa 3 O0OOMEXeHOw | MeguuHuii LEeHTp ToBapucTBa 3 0OOMEXEHOH
BiANOBifaIbHICTIO «MegunuHuii UeHTp «KoHcuAiyM | BignoBigasbHICTIO «MeanyHuii ueHTp «KoHcuniym

Megikan», ctayioHapHe BiaaineHHs, M. Kuis Megikan», KniHiKO-KOHCY/IbTaTUBHE BifA4iNIeHHA,
M. KuiB
BYJIO CTAJIO
nikap NorgaHiai T.1. nikap Norganigi T.1.
KomyHanbHe HekoMepuiiHe nignpuemcTBo KMiBCbkoi | KoMyHanbHe HekomMepLUiiHe nignpPUeEMCTBO
obnacHoi pagn «KuiBcbka oGnacHa nikapHs», | Kniscbkoi o6nacHoi pagn «KuiBcbkuiA oGnacHwuii
TepaneBTUYHe BiA4ieHHsA, M. K1iB LEeHTp peaGinitauiiHol MeAULNHNY,

TepaneBTUYHE BiagAiNeHHs, M. Knis

7. Bpowypa gocnigHuka gna focnigKyBaHOro jlikapcbkoro 3aco6y HasiToknakc, Bepcia 19 Big 25
cepnHa 2023 poky; IHcopmauia pnA nauyieHta Ta iHhopmoBaHa 3roga Ha yyacTb Yy HayKOBOMY
[ocnipKeHHi Ta HEOGOB’A3KOBOMY [OC/iAKEHHI, Bepcifa 7.0 ana YkpaiHu Big 02 nuctonaga 2023 poky,
YKpPAiHCbKOIO Ta POCIiiCbKO MoBamu; dopma [03BOJy BariTHOI NapTHEPKM Ha nepepadvy AaHux,
Bepcisa 2.0 gnsa YkpaiHu Big 31 )xoBTHsA 2023 poKy, YKPAIHCLKOK Ta pocilicbkolo moBamu; OHOBNEHUIA
po3ain «AkicTb» locbe AOCNiAKYBaHOro NikapcbKOro 3aco6y HaBiTOKakKc, Bepcia B 8.0 Big 21 cepnHa
2023 poKy [0 NPOTOKOY KNiHIYHOro AocNigpKeHHs «PaHgomi3oBaHe noagiiHe cine nnaueb0-KoHTPoiboBaHe
pocnimpkeHHa 3 hasn 3 BUBYEHHS HABITOK/IAKCY B NOEAHAHHI 3 PYKCONITUHIOOM NOPIBHAHO 3 PYKCO/TITUHIOOM Y
nawieHTiB i3 mienodiépozom (TRANSFORM-1)», kog gocnigpkeHHa M16-191, sepcisa 7.0 Big 23 6epe3Ha 2023
poKy; cnoHcop - «E66BI IHk», CLLUA / AbbVie Inc., USA

3anBHuK - «EB6BI BiothapmachkioTikani3 TM6X», LLseliLapisa



8. 3MiHa Micus npoBefieHHA KJiHIYHOro BUMPOOYBaHHA [0 NPOTOKO/Y KAIHIYHOTO A0CNIIKEHHSN
«PaHpgomi3oBaHe, 6araToLeHTpoBe, NoABiiHe cnine, naauebo-KOHTPOIbOBaHE K/iHiYHe gocnigkeHHs 2b / 3
hasn B napanenbHUX rpynax Anas ouiHK1M eteKTUBHOCTI Ta 6e3neyYHOCTi rycefnibKymadOy B nNaujieHTiB i3
cepefHbOoro CTYMEHI0 TAKKOCTI Ta THKKAM aKTMBHUM HecrneuudiyHUM BUPasKoBUM  KOJITOM», KOf
pocnipkeHHs CNTO1959UCO03001, 3 nonpaekowo 3 Big 12.09.2022 p.; cnoHcop - «AHCCEH
SAPMALEBTUKA HB», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HB», Benbris

BYNO CTANIO
K.M.H. KpaBueHko T.I". K.M.H. KpaBueHko T.I".
KomyHanbHe HeKomepuiliHe nignpuemcTtBo | MeguuHuii UEHTP nNpuBaTHOrO MnignNpuUemMcTBa
«KniBcbka MicbKa KniHiuHa nikapHa Nel8» | «Curma», M. Kuis
BUKOHaBYOro opraHy KuiBCbKOI MiCbKOI pagu
(KniBCcbKOi MiCbKOI Aep)aBHOI agMiHicTpauil),
NPOKTO/IOTiYHe  BigAineHHs, HauioHanbHWiA
MeauUvHuii yHiBepcuTteT imeHi 0.0. Boromonbus,
Kadpegpa xipyprii Nel, m. Kui

9. 3MiHa Micusi npoBefieHHS KJiHIYHOro BUMPOOYBaHHA [0 NPOTOKO/MY KAIHIYHOTO AOCNiAKEHHA
«bararoueHTpoBe, paHAoOMi3oBaHe, NoAgiiHe cnine, nnaueb0-KOHTPONboBaHe 52-TXKHEBE MNIATPUMYHOYE
NiKyBaHHS i BigKpyTe NPOAOBXEHE AOCNIMKEHHS NS BUBYEHHS edDEKTUBHOCTI Ta 6e3neyHocTi PicaHKisymaoy
y NauieHTiB 3 BMPa3KOBMM KOMITOM», KOA4 AocnimpkeHHs M16-066, iHkopnoposanuii MNonpaskamn 1, 2, 2.01
(tinbkn gna Kutaro), 3, 3.01 (Tinbkn ansg HimeuwunHn), 4, 4.01 (Tinbkn ansa AnoHii), 4.02 (ona YkpaiHn Ta
npunernnx 3afisgHux kpaiH), 5 i AaMiHictpaTtuBHUMK 3MiHamu 1, 2, 3, 4 Big 16 rpyaHsa 2022 poky; CroHcop -
AbbVie Inc., USA

3aaBHUK - «<E66BI biothapmackloTikan3 F'mM6X», LLseliuapis

BYNO CTANO
K.M.H. KpaBueHko T.I". K.M.H. KpaByeHko T.I".
KomyHanbHe  HekomepuiiiHe nignpueMcTBO | MeguuHWii LEHTP npuBaTHOro MniANpUeMcTBa
«KniBcbka MicbKa KniHiyHa nikapHAa Ne18» | «Curma», KNiHiKO-KOHCY/bTaTUBHE BigAineHHs,
BUKOHaB4YOro opraHy KuiBcbkoi MicbKoi paau | M. Kuis
(KuiBCcbKOi MiCbKOi AepXaBHOI agMiHicTpauii),
NMPOKTONOriYHe BigainieHHA, M. K1iB

10. Bpowypa gocnigHuka [ocifAKyBaHOro fikapcbKoro 3aco6y Brexpiprazole (OPC-34712), BugaHHs
19 Big 28 BepecHs 2023 poky; 331-10-236_YkpaiHa_lHdopmauiiiHnii nuct i popma iHchopmMoBaHOI
3rogm yyacHuKa AocnigpKeHHs, AKOMY BUNOBHIOETLCA 18 pokKiB nig yac yuacTti B gocnigKeHHi_Bepcia
8.1.0 Big, 15 nuctonaga 2023 p., ykpaiHCbKO0 MOBOt0; 331-10-236_YkpaiHa_lHchopmauia ana 6aTbKiB i
¢opma iHhopmoBaHoi 3roan_Bepcia 8.1.0 Big 15 nuctonaga 2023 p., yKpaiHCbKOO MOBOLO; 331-10-
236_YkpaiHa_lHcdopmauiiiHuii nucTt Ta chopma 3rogu Ans yyacHUKIB gocnigxeHHs Bikom 13-14 pokis,
Bepcia 8.1.0 Big 15 nuctonaga 2023 p., yKpaiHCbKoo MoBOK; 331-10-236_YkpaiHa_lHcopmauiiiHnii
nucT Ta chopma 3roam AnA ydacHUKIB AocnimKeHHA BikoM 14-17 pokis (BKNo4HO), Bepcis 8.1.0 Big 15
nuctonaga 2023 p., yKpaiHCbKOIO MOBOIO; 3MiHa Ha3BMU MiCLjb NPOBEeAEHHS K/iHIYHOro BUNPOGYyBaHHSs
[0 MpoTOKONY KNiHiYHOro BUnpobyBaHHA «/loBrotTpusasie 6araToueHTpoBe BigKpUTe AOCNIMKEHHSA AN OLHKM
6€e3MeYHOCTi Ta NTEPEHOCMMOCTI 3MIHHMX 403 GpeKcninpa3ony Ak NiATPMMYHYOro AiKyBaHHS y NigiTkiB (Bikom
13-17 pokiB) 3 wu3odpeHieto», ko gocnimpkeHHsa 331-10-236, sepcis 6.0 3 nonpaskoto 5 Big 04 ceprHa 2021
poky; cnoHcop - Otsuka Pharmaceutical Development & Commercialization, Inc., USA («Ouyka ®apmacbioTik/
[JeBenonmveHT eHa KomepciniseiiiuH, IHK.», CLUA)

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYNO CTAJIO

A.M.H., npod. ®inby, O.0. O.M.H., npodp. ®inby, O.0.

KomyHanbHuii 3aknag JibBiBCbKOi o06nacHOi | KOMyHanbHe  HeKoMepuiliHe  nignpuemMcTBO
paau «/IbBiBCbKa o6GnacHa KniHiyHa | JIbBiBCbKOI 061acHOl paau «/IbBiBCbKa 06/1acHa
ncuxiatpuuHa nikapHa», BigdineHHs Neo25, KNiHiYHa ncuxiaTpuyHa nikapHA», Big4ineHHs
M. /1bBiB Ne25, M. /1bBiB

O.M.H. BeHrep O.T. O.M.H., npodp. BeHrep O.T1.

TepHoninbCcbka 0G/1acHa KOMyHas/lbHa K/iHiuHa | KOMyHasibHe  HeKoMepuiiiHe  nignpuemMcTBO
ncuxoHeBpoJsioriyHa nikapHsa, Ne8 ncuxiatpuyHe | «TepHONiNbCbKa o6s1acHa KNiHiYHa




AnTsve BigAiNEeHHS, AepxaBHuii BULLUIA
HaBYaJ1bHWIA 3aknapg, «TepHONiNbCbKUIA
OepXaBHUA MeauuHuii yHiBepcuteT imeHi LS.
Fop6ayeBCbKOro MiHicTepcTBa OXOpPOHU
300poB’a  YKpaiHu», Kadhegpa  ncuxiatpii,
Hapkosorii Ta MeguyYHoT NCKXos1orii, M. TepHonisib

NCUXOHEBPOOriYHA JliKapHA» TepHONiNbCbLKOI

o6nacHoi pagu, Ne8 ncuxiaTpyyHe AuTAYe
BiggineHHs, TepHOMiINIbCbKMIA  HauiOHaJIbHUIA
MeAUYHUIA yHiBepcuteT iMeHi

I.A. Top6aueBcbkoro MiHicTepcTBa OXOPOHU
3[0pOB'A YKpaiHu, kaceapa ncuxiarpii, Hapkonorii
Ta MeanyHoI ncuxosorii, M. TepHoninb

ron. nikap Manamapuyk N.B.

KoMyHanbHuUiA 3aknap «XepcoHCcbKa ob6riacHa
ncuxiaTpuuHa iikapHA» XepCOHCbKOI 06G/1aCHOI
pagun, 4onoBide ncuxiaTpuuHe BigdineHHs Ne3, Ta
XiHo4e ncuxiatpuyHe BigaineHHa Nelo,

c. CtenaHiBka, M. XepcoH

ron. nikap Manamapuyk N.B.

KomMyHanbHe HeKoMepuiiiHe nignpPMemMcTBO
«XepCOHCbKUIA 06s1IaCHUIA 3aKknag 3 HagaHHA
ncuxiatpuuHoi ponomorun» XepCOHCbLKOI
o6nacHoi paaum, yosioBive ncmxiatpuyHe
BigAineHHs Ne3 Ta XiHoue ncuxiatpuyHe BiggineHHs

NelQ, c. CtenaHiBka, M. XepCoH

11. MixxHapogHa Bpolypa gocnigHuka aocnigxyBaHoro nikapcbKoro saco6y Asarpomoéonar manear
(Avatrombopag maleate), Bepcisa 19 Big 30 nuctonaga 2023 poKy aHIMiiCbKOKO MOBOIO [0 MPOTOKONY
KIiHIYHOTO  JocnifpkeHHs «baraToueHTpoBe paHAoMi30BaHe MOABIMHO cnine nnauebo-KoHTPOosiboBaHe
BMNpobyBaHHA ha3n 3b B napanenbHUX rpynax 3 nogasbLIO BiAKPUTOK PO3LIMPEHO dha3or A1 OLiHKM
ehekTBHOCTI Ta 6e3nevyHocTi ABaTpomoGonary A5 fikyBaHHs TPOMOOLMTONEHIT B NALIEHTIB AUTSAYOrO BiKY 3
iIMYHHOIO TPOMOOLIMTOMNEHIEID MPOTAromMm =6 MicaAuiB», kog pocnigpkeHHs AVA-PED-301, Bepcia 3.0 Big 02
nuncrtonaga 2021 poky; cnoHcop - Sobi, Inc., CLUA

3asBHnKk - TOBAPWCTBO 3 OBMEXEHOK BIAMOBIAANTBHICTIO
ACCOYLIVENTC YKPAIHA» (TOB «®PA YKPATHA»)

«PAPMACBIOTIKAT PICEPY

12. bpouwypa gocnigHuka ansa Tpactysymadcy (HERCEPTIN®, RO0452317), Bepcisi 24 Bif, )XOBTHA 2023
p.; Bpowypa gocnigHuka gnsa Tpactysymaoy emtaHcuMHy (R05304020, Kadcyla®), Bepcis 18 Big rpyaHa
2023 p.; 3anyuvyeHHs A[AOAATKOBOI opraHizauii, AKili cnoHcop a6o iioro odiuiliHnii npegcTaBHUK
peneryBas cBOI OOGOB’A3KM Ta (PyHKUii, NoB’A3aHi 3 MPOBEAEHHAM KNiHIYHOro BUNPOGYBaHHSA
(BBE3eHHA fOCiMKYBaHUX NliKapCbKUX 3ac06iB Ta CynyTHiX MaTepianiB) — TOB «CaHaKnic», YkpaiHa;
36inblIEeHHA 3annaHOBaHOI KiNIbKOCTI AOCiAKYBaHUX AN1S1 BKNOUEHHS Y K/iHiYHe BUNPOOYBaHHSA: B
YKpaiHi: 60 CKpUHOBaHUX, 3 HUX 40 paHAOMiI30BaHUX; A/ MDKHAPOAHOrO KNiHIYHOrO BUNPOOYBaHHSA:
1660 paHOgoOMi3OBaHMX; A9 BCbOro K/liHIYHOro BMNpPoOyBaHHA: 1700 paHaoMi30BaHMX [0 MPOTOKONY
KMNiHiYHOro gocnimkeHHs «PaHgomMizoBaHe, NoABiliHe cnine, naauebo-KOHTPOIboBaHe AocnimkeHHsa dasu I
[ONS OLiHKM etheKTUBHOCTI Ta 6e3neyYHOCTi af'loBaHTHOI Tepanii ate3onisymabom abo nnauebo y komoeiHauii 3
TpacTty3yma6om eMTaHCUHOM Y nauieHTiB i3 HER2-N03UTMBHNM pakom MOJI0YHOT 331031 3 BUCOKUM PU3NKOM
peunauBy nicns nepegonepauinHoi Tepanii», kog gocnigpkeHHs W042633, sepcis 4 Big 14 6epesHs 2023 p.;
cnoHcop - d.XoddpmaHH-/1a Pow /114, LBeliyapis

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

13. IHdhopmauia gna ydyacHuka Ta oopma iHPOpMOBaHOI 3rogn Ha ydactb (gnsa piteit 12-13 pokiB),
ocTtato4yHa Bepcis 5.0-UA(UK) Big 13 rpyaHsa 2023 p., yKpaiHCbKOI0 MOBOIO; IHchopmauis Ans yyacHUKa
Ta chopma iHpopMOBaHOI 3roan Ha yyacTb (ansa piteii 12-13 pokiB), octatouHa Bepcifa 5.0-UA(RU) Big
13 rpygHsa 2023 p., pociiicbkolo MoBoto; IHhopmauis ans yyacHuka ta oopma iH(popmoBaHOI 3roau Ha
yyacTtb (ana giteii 14-17 pokiB), octatouHa Bepcia 5.0-UA(UK) Big 13 rpyaHsa 2023 p., YKpaiHCbKOIO
MoBoto; IHhopmauis ansa yyacHuka ta popma iHthopMoBaHOI 3roam Ha yyacTb (gNns giten 14-17 pokis),
octaTtouHa Bepcis 5.0-UA(RU) Big 13 rpygHa 2023 p., pociicbKol0 MOBOI0; IH(hopMauis ana yyacHuKa
Ta hopma iHhopmoBaHOI 3rogu Ha yuacTb (418 6aTbKiB), octatouHa Bepcis 10.0-UA(UK) Big 13 rpyaHs
2023 p., ykpaiHCbKOIO MOBOIO; IH(hopmauis AnA yyacHuka Ta oopma iHPOpMOBaHOI 3rogn Ha yyacTb
(pns 6aTbKiB), ocTaTouHa Bepcifa 10.0-UA(RU) Big 13 rpygHs 2023 p., pocCilicbKOI0 MOBOIO [0 NPOTOKO/Y
KMIHIYHOTO JOCimKeHHA «JocnimpkeHHsA 3 nigbdopy [03M 015 OLiHKM eDEKTUBHOCTI | 6e3nekn 3acToCcyBaHHS
npenapaTy ComanauuTaH (somapacitan) oAvH pa3 Ha TWXKOEHb Y MOPIBHAHHI 3 3aCTOCYBaHHAM npenapary
HoppgitponiH® (Norditropin®) oguH pas Ha AeHb Y AiTell i3 3aTPUMKOH POCTY, WO BY/IM HApPOAKEHI MaNnMn Ais
recTauiiHoro BiKy Ta He Ha3forHanu y 3pocTi 40 BiKy 2 poku Ta cTaplie», Kog gocnimpkeHHs NN8640-4245,
thinanbHa Bepcisa 10.0 Big 20 rpyaHa 2022 p.; cnoHcop - Novo Nordisk A/S (Denmark)

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

14. Bpowypa gnsa gocnigHuka 3 npenapary Ozanimod (RPC1063), pegakuia 17 Big 21 nuctonaga 2023
p. A0 NPOTOKOAIB KMIHIYHMX AOCiMKEHb: «BigkpuTe, 6araTtoLeHTpoBe, Po3LNPEHe AOCIMKEHHS dhasn 3 ans
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BMBYEHHSA NepopasibHoro 3acrocyBaHHA RPC1063 B sAKOCTi Tepanii y NauieHTiB 3 MOMIPHUM ab0 TSXKAM
BMPA3KOBMM KOJITOM», KofA pocnigxkeHHs RPCO01-3102, pepakuia 10.0 Big 10 cepnHa 2022 p.;
«baraToueHTpoBe paHoMi30BaHe, NOABINHO chine, niauebo-KoOHTpoNboBaHe gocnimkeHHs Il dhasn 3 meToro
OUiHKM O3aHiMogy A1 NpuUioMYy nNepopasibHO NPV MNPOBEAEHHI iHAYKUiiHOI Tepanii nauieHTam i3
CcepeaHbOTSHXKKMM abo TsKkMM nepebirom xBopobu KpoHa B akTuBHIN doopMi (gocnimkeHHs Nel 3 OLjiHKM
iHOYKUIHOT Tepanii)», kog gocnigpkeHHs RPCO01-3201, pepgakuis 6.0 Big 14 uvepsHsa 2021 p.; «[opatkoBe
GaraToueHTpoBe BigkpuTe gocaimpkeHHs |l ba3n 3 MeTo OLiHKM 03aHIMOAY A/18 NepopPasibHOro NPUAoOMy npu
NiKyBaHHI MauieHTIB i3 CepegHbOTSHKKMM abo TSHKKUM nepebirom xBopobu KpoHa B akTMBHIA (hOpMi», KOG
pocnipkeHHs RPCO01-3204, MonpaBka 6.0 Big 16 6epe3ns 2023 p.; «baratoueHTpoBe paHLOMi30BaHe,
noAaBiiHO cnine, nnauebo-KOHTPOAbOBaHe AocrimpkeHHs Il dasn 3 MeTow OuiHKM o3aHimomy ans
nepopasibHOro NPUNOMy Npy NPOBEAEHHI NIATPMMYHYOT Tepanii nauieHTam i3 cepeHbOTSHKKUM ab0 TSKKUM
nepeb6irom xBopobu KpoHa B akTMBHI hopmi», kog gocnigpkeHHss RPC01-3203, MNonpaska 6.0 Big 16 6epesHs
2023 p.; cnoHcop - «CenmkeH IHTepHewHn Il, Capn» (Celgene International 1l, Sarl) («CIC Il»), LUBeiiuapis
3asasHuK - TOBAPVCTBO 3 OBMEXXEHOHRO BIAMOBIJAJIBHICTIO «I11 EC A-YKPATHA»

15. bpoulypa pocnigHuka pocrigxyBaHoro nikapcbkoro 3aco6y Efgartigimod/ARGX-113, BugaHHA
12.0 Big 24 nuctonaga 2023 poKy, aHrNifiCbKOK MOBOIO [0 NPOTOKO/TY KAIHIYHOTO JOCIMKEHHS «Bigkpute
GaraTtoueHTpoBe NPOAOBXEHHSA AocnimpkeHHs ARGX-113-1904 g8 BMBYEHHS 6€3neYHOCTi, NePEeHOCUMOCTI
Ta edhekTMBHOCTI npenapaty Edpraptirimog PH20 aonsa nigllkipHOro BBefeHHA Yy MaLieHTiB 3 NyXnpyaTKo
(ADDRESS+)», ko pocnigpkeHHss ARGX-113-1905, Bepcisa 3.0 Big 05 BepecHss 2022 poKy; CNOHCop -
appxeHkc bB, benebris / argenx BV, Belgium

3anBHuK - TOBAPUCTBO 3 OBMEXXEHOIO BIAMOBIAANBHICTIO «MiMifli FOKPENH», Ykpaina

16. OHoBneHunii Mpotokon GP42658, Bepcia 2.0 Big 28 BepecHs 2023 poKy, aHrNiliCbKOK MOBOLO;
IHchbopmauiiiHuii nucTok nauieHTa i popma iHchopmoBaHoi 3roau, Mpyna 1, ansa YkpaiHu, Bepcis 4.0 Big
13 rpygHa 2023 pokKy, Ha OCHOBI Mailictep-Bepcii IHpopmMauiliHOro nMcTka nauieHTa i copmu
iHhopmoBaHoi 3roau, Bepcis 4.0 Big 08 BepecHsi 2023 pokKy, aHrMINCbKOKO Ta YKPAiHCbKOKO MOBaMu;
Aopaatok go IHhopmauiiHoro nnctka nauieHTta i popmu iHpopmoBaHoi 3rogu, Fpyna 1, ana Ykpainm,
Bepcia 4.0 Big 13 rpyaHAa 2023 poky, Ha OCHOBI MaiicTep-Bepcii IHhopmauliiHOro nMcTKa nayieHTa i
c¢opmu iHpopmoBaHoOi 3rogu, Bepcis 4.0 Big 08 BepecHs 2023 poKy, aHr1iAICbKOK Ta YKPaiHCbKOIO
MOBaMM [0 MPOTOKO/Y KIHIYHOro AOCNIMKEHHS «BigkpuTe, 6aratoleHTpoBe, Y ABOX rpynax AocnimkeHHs, Ib
hasn Ans oujiHKM dpapmMaKOKiHETMUHOI B3aEMOAIT NlikapCbknxX Npenaparis gaponytamiga Ta inatacepTiba ta
6e3nekn 3acTocyBaHHS X KOMOGiHaLii Mpu KacTpaT-pes3svCTEHTHOMY paky nepeaMiXypoBOi 3a/1031», Kop,
pocnipkeHHss GP42658, sepcia 1.0, Big 14 cepnHs 2020 poky; cnoHcop - ®. XoddmaHH-/1a Pow JiTa,
Leeiiyapia / F. Hoffmann-La Roche Ltd, Switzerland

3asaBHuK - TOB «<APEHCIA EKCIM/IOPATOPI MEAICIH», YkpaiHa



