Aoparok

«Mepenik cyTTEBMX MOMPABOK A0 MPOTOKOAMIB K/IHIUHUX BUMNPOOYBaHb, PO3rNAHYTUX Ha 3acigaHHi
HTP Ne 27 Big 18.08.2022, Ha siki 6ynn OoTpuUMaHi NO3UTUBHI BACHOBKU €KCNepTiB»

1. Bpowypa gocnigHuka Tiragolumab RO7092284, pepakuif 7, Big KBiTHA 2022 poOKy, aHrNificbKo
MOBOI0; 3MiHa MicLil NpoBeAeHHA K/iHIYHOro BUNPooOyBaHHsA; 3pa3oK MapkyBaHHA y BUTNAAi 6ykneta
ANA NepBUHHOI | BTOPUHHOT YNaKoBKU AocigxyBaHoro npenapary Tuparosnyma6 600 mr/10 mn, Bepcis
Big 02 uepBHA 2022 poKy, YKPAIHCbLKOI Ta aHrNificbkol MoBaMu; 3pa3oK MapKyBaHHA y BUrNAp[i
oykneTta ANA NepBUHHOI | BTOPUHHOIT YNaKOBKU AOCiAKyBaHOro npenapaty Tuparonyma6, 1040 mr/6,5
M1 i riaslypoHigasa, Bepcif Big 01 uepBHsA 2022 poKy, YKPAiHCLKOIO Ta aHI/1iiCbKOK MoBaMu; 3pa3ok
MapKyBaHHA y BUIAAi Gykneta gns nepBMHHOT i BTOPUHHOI YNAaKOBKM AOCAiIf4KYBaHOro npenapary
ATtesonizyma6 n/w, 1875 mr/15 mn i rianypoHigasa, Bepcisa Big 01 uepBHA 2022 poKy, YKPaiHCbKOIO Ta
aHrniicbKkoo moBamMu; 3pa3ok MapKyBaHHS y BUINAAI 6ykneTta A1 NepBMHHOT i BTOPUHHOT YNAaKOBKU
pocnipxysaHoro npenapaty Atesonisyma6é 1200 mr/20 mn, Bepcia Big 03 uepBHA 2022 poky,
YKPaiHCbKOIO Ta aHrfincbkow MoBamu; Aogatok no copmu iHoOpmoBaHOI 3rogu Ha ydyacTb Yy
AOCnipKeHHi: 3roga Ha aibTepHATUBHI Bi3UTU B paMKax AOCAifKeHHA nij yac Kpusn B YKpaiHi, Bepcia
1.0 Big 27 uepBHsA 2022 poKy Ha OCHOBI MaiicTep Bepcil JoaaTKy ao coopmu iHhopmoBaHoOi 3rogn Ha
yyacTb y AOCNiMKEHHi: 3roAa Ha afibTepHaTUBHI Bi3SUTU B pamKax AOC/iMKEHHA Nif 4yac Kpusu B
YkpaiHi, Bepcisa 2.0 Big 15 uepBHa 2022 poKy, YKpPAiHCbKOI Ta aHrnilicbkoro MoBamu; 3aslyueHHsA
[0[aTKOBOI BUPOOGHMUOT AiNSHKU AN AOCNIAKYBaHOro nikapcbKoro sacooy ATtesonisymat n/w, 1875
Mr/15 mn i rianypoHigasa: Roche Diagnostics GmbH, Sandhofer StraBe 11, 68305, Mannheim,
HiMmeuunHa p[Jo npoTokony KiiHiYHOro gocnimkeHHsa «®A3A b, BIOKPUTE, BATATOLEHTPOBE
OOCNIIKEHHA ANA BU3HAYEHHA ONTUMA/IBHOI 403K 3 METOK OUIHKN ®APMAKOKIHETUKMN,
BE3MEYHOCTI TA MEPEHOCKUMOCTI MNIAWKIPHOrO BBEAEHHA KOMBIHALJII TUPATONYMABY |
ATE3O0NI3YMABY Y NAUIEHTIB 3 MICLUEBONOWWPEHUMWN ABO METACTATUYHUMW NMYXTNHAMW»,
Koa pocnigxkeHHs GP43365, Bepcis 4 Big 21 XoBTHA 2021 poky; crnoHcop - ®. XodhdmaHH-/1a Pow T4,
Lseiiyapis / F. Hoffmann-La Roche Ltd, Switzerland

3aaBHUK - TOB «ApeHcisa Ekcnnopatopi MegiciH», YkpaiHa

BY/NO CTANO
O.M.H., npod. Yelwyk B.€. O.M.H., npod. Yelwyk B.€.
ToBapucTBO 3 OOMEXEHOK BignoBiganbHICTIO | MeAMUHMIA LEHTP TOBapuUcTBa 3 OOMEXEHOIo
«MegnuHuii ueHTp imeHi akagemika HOpisa | BignoBiganbHicTio «ApeHcia  Ekcnnopartopi
MpokonoBuya CnixeHKa», BIgAIN KNiHiYHUX | MeaiciH», BiaAin KNiHiYHUX pocnipkeHb, M. Kuis
pocnipkeHb Ne 1, KuiBcbka o6nactb, Kueso-
CBATOWMHCbKWIA paiioH, c. KanitaHiBKa

2. 3miHa Ha3BM Ta agpecu CnoHcopa; bpowypa gocnigHuka Pembrolizumab (MK-3475), BugaHHa 22
BiA 13 TpaBHsA 2022 poKy, aHINilicbKO MOBOIO; YKpaiHa, MK-7339-007, Bepcis 07 Big 05 nunHsa 2022 p.,
YKpaiHCbKOI0 MOBOIO, iH(popMaLlifi Ta JOKYMEHT npo iHPopMoBaHy 3rogy ANs nauieHTa, CTBOpeHa Ha
OCHOBI rno6asnibHOro wabnoHy gna MK-7339-007, Bepcisa 07 Big, 10 uepBHA 2022 p., a TAaKOX LLIAG/IOHY,
3aTBepKeHOro Ana YKpaiHu, Bepcia Big 27 uepBHA 2022 p. yKpaiHCbKOIO MOBOIO; YKpaiHa, MK-7339-
007, Bepcia 02 Big 05 nunHa 2022 p., yKpaiHCbKOIO MOBOLO, iH(hopMmaLiiiHWiA NUCTOK i AOKYMEHT npo
iHdhopMoBaHy 3rogy Ha MailbyTHE GiomeguuHe AOCMNiMKEHHSA, CTBOPEHUI HAa OCHOBi rN06asibHOroO
wab6noHy ana MK-7339-007, sepcis 02 Big 06 uepBHA 2022 p., a TAKOX WAG/OHY, 3aTBEPAKEHOrO AN
YKpaiHu, Bepcis Big 27 yepBHA 2022 p. yKpaiHCbKOIO MOBOIO; YKpaiHa, MK-7339-007, sBepcis 01 Big 05
nunHsa 2022 p., yKpaiHCbKOIO MOBOIO, iH(hopmauis Ta AOKYMeHT npo iHchopmoBaHy 3roay ANA nauieHTa
Ha HaAaHHA 3pa3ka NYX/IMHHOI TKAHMHWN, CTBOPEHa Ha OCHOBI rNo6asibHOro waénoHy ans MK-7339-007,
Bepcia 02 Big 10 uyepBHA 2022p.; OHOBNEHi 3pasKu MapKyBaHHA JliKapcbkux 3acob6iB MK-3475
(Pembrolizumab) Ta MK-7339 (Olaparib): MK-3475_Kit, Bepcia 2.0 Big 03 uepBHA 2022 poky,
aHINIACbKOK Ta yKpaiHcbkoto moBamu; MK-3475_Vial, Bepcia 2.0 Big 03 uepBHA 2022 poky,
aHrNincbKo Ta yKpaiHCbKol moBamu; Olaparib_Bottle, Bepcia 2.0 Big 25 6epe3Hs 2022 poky,
AHrNifNCbKOIO Ta YKpaiHCbKOIO MoBamu; 3MiHA BiANOBIiAa/IbLHOIO AOCigHMKA 40 NPOTOKOMY KMiHIYHOro
pocnimkeHHs «JocnigpkeHHs a3n 2 onanapuby y KkomoGiHauii 3 nemoéponisymaGom y nauieHTiB 3 paHilie
NiKoBaHMM PO3MOBCHAKEHMM pPakOM 3 MyTali€lo reHa y CUCTeMi roMOJIONiYHOT pekombiHaLiiHOT penapalii
(HRRm) AHK Ta/a6o 3 nopyLweHHsM romosoriyHoi pekombiHauii (HRD) AHK», kog gocnipkeHHs MK-7339-
007, 3 iHkopriopoBaHoto nonpaskoto 04 Big 04 cepnHa 2021 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.»,
JodipHe nignpremcTtBo «Mepk EHf Ko., IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co.,
Inc., USA)

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



BY/NO CTANO

«Mepk LWapn eHa JAoym Kopn.», pgodipHe | TOB Mepk WWapn eHg doym (Merck Sharp & Dohme
nianpuemcteo «Mepk eHp Ko., IHK.», CLWIA, | LLC). Agpeca: 126 IcT JliHKonbH aBeHto, n/c 2000,
(Merck Sharp & Dohme Corp., a subsidiary of | PaBeii, Hbto [kepci, 07065, CLUA (126 East
Merck & Co., Inc., USA), Agpeca: Mepk ApaiiB, | Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
1, nowTtoBa CcKpuHbka 100, M. Baiitxayc- | USA).

CrelwH, wrtat Holo-Mxepci, 08889-0100, CLLA
(One Merck Drive, P.O. Box 100, Whitehouse
Station, New Jersey, 08889-0100, USA)

BY/NO CTAJIO
3aB. ueHTpom byxTtees [.C. nikap OtyeHaw H.M.
KomyHasibHe HekomepLinHe nignpuemcTso | KomyHasnbHe HekomepLinHe nigNnpUeEMCTBO
«O6nacHUn LEHTP OHKOMOrii», 06nacHniA LeHTp | «O6nacHuii LeHTP OHKOMOriT», 06/1acHUn LeHTP
Mamororii, M. Xapkis Mamosorii, M. XapkiB

3. fopaTok Ana YKpaiHu A0 NPOTOKO/Y KAiHIYHOro BUNpoGyBaHHA, Bepcia 1 Big 20 uepBHA 2022 poky
aHrniicbkolo MoBot; MapkyBaHHA 1 dnakoHy 10 mn AypBanyma6by (MEDI4736) KoHueHTpaTy gns
po3unHy pnsa iHdysii. 50mr/mn (500 mrichnakoH), Bepcia 2.0 Big 10 BepecHsa 2019p.; MapKyBaHHA
nakyBaHHA 10 mn Aypsanyma6y (MEDI4736) KoHueHTpaTy Ansi po3uuHy ans iHdysil. 50mr/mn (500
mriconakoH), Bepcia 2.0 Big 10 BepecHs 2019p.; MapkyBaHHA 1 chnakoHy 10 mn AypBanymad
(MEDI4736) KoHueHTpaT A5l po3uuHy ans iHdysii. 50mr/mn (500 mr/conakoH), Bepcia 1.0 Big 06 TpaBHA
2022p.; MapKyBaHHs nakyBaHHs 10 mn JypBanyma6 (MEDI4736) KoHueHTpaT Ans po3unHy ans iHdysii.
50mr/mn (500 mricphnakoH), Bepcia 1.0 Big 06 TpaBHs 2022p.; 3miHa Ha3BU MicLs NPoBeAEeHHA KNiHIYHOro
BUNPOGYBaHHA [0 NPOTOKO/Y KIHIYHOrO BMNpoOyBaHHA «PaHgomizoBaHe, 6aratoueHTpoBe, Bigkpure,
nopiBHAMbHE pgocnimkeHHs |ll dasn ana Bu3HAYEeHHSA edekTUBHOCTI AypBasiymady uu KOMOiHauji
Jypsanymaby i Tpemenimymaby y koMOGiHaUiT 3 NN1aTUHOBMICHOK XiMioTepanieto y NepLiii NiHii nikyBaHHSA
nauieHTiB 3 MNOWWPEHNM AOPIGHOKNITUHHUM pakom nerediB  (4APJ1) (KACMIAH)», kog AOCAifKEHHs
D419QC00001, Bepcis 6.0 Big 16 ciuHa 2020 p.; cnoHcop - AstraZeneca AB, Sweden

3asABHVK - TOB «<ACTPA3EHEKA YKPAIHA»

BYNO CTANO
3aB. Big. LesHa C.IM. 3aB. Big. WesHsa C.MM.
BiHHMLbKNIA o6nacHwmii KNiHiYHMA | KomyHasibHe HeKkomepuiliHe nigNpMemMcTBO
OHKOJIOTiYHWNA AncnaHcep, BiggiNieHHs | «MoginbCbkuii  perioHasIbHUM  LLEeHTP  OHKOJOrii
ximioTepanii, M. BiHH1USA BiHHULbKOT o6nacHoi Pagn», BigAiNEHHS
ximioTepanii, M. BiHH/LS

4. OHoBneHa Bepcia npotokony, Bepcia 4.1 Big 21 GepesHsa 2022; OHoBneHa Bepcis Bpolypu
AocnigHUKa AoCNiAKyBaHOro sliikapcbKoro 3acooy MacituHi6, BuaaHHA 2022 v1.0 Big, 7 KBiTHA 2022;
BK/lOUEHHA A0AAaTKOBOro Micus NpoBeAeHHA KNiHIYHOro BUNpo6yBaHHA; OHoBMeHa IHhopmauis ana
nauieHTa Ta dPopma iHdopmoBaHoi 3roau, Bepcia 3.0 Big 23 rpyaHs 2021 p (ykpaiHCbKOK Ta
pocificbkOl0 MOBaMu) [0 NPOTOKO/Y  KAIHIYHOTO  AOC/IMKEHHSA  «96-TWXHEBE, MPOCMNEKTUBHE,
GaraTtoueHTpoBe, paHAOMiI30BaHe, NoABiliHe cine, nnauebo-KOHTpONbOoBaHe Aoc/imkeHHA 3 dasm ans
MOPIBHSAHHA e(PeKTMBHOCTI Ta 6e3nekn TUTpyBaHHA 03n MacituHioy o 4.5 mr/kr/goby B MOPIBHSAHHI 3
nnaue6bo npu AiKyBaHHI MNauieHTIB 3 MEPBMHHO-NPOrpecytoynmMm abo BTOPUHHO-NPOrPeCcyoUnM PO3CISHUM
CK/1epo30M 6€e3 3aroCcTpeHb», koa aocnimkeHHss AB20009, sepcis 1.0 Big 13.08.2021; cnoHcop - AB Science,
dpaHujs

3asiBHUK - TOB «CiHepaxu pynn YkpaiHa»

Ne M.1.6. BigNoBiAaIbLHOrO AOCNiAHMKA

n/n Ha3Ba MicLs NMpoBeileHHs KNiHIYHOro BUNpo6yBaHHS

1. | nikap Mlerka M.B.

KomyHanbHe nignprMeMcTBO «PiBHEHCbKUIA o6nacHWiA cnewjanisoBaHnii AncnaHcep pagiauiinHoro
3aXUCTYy HaceneHHa» PiBHEHCbKOT 06nacHOi pagu, LEeHTP K/IiHIYHOI HEeBPOsorii Ta POo3CiSHOro
ckneposy, M. PiBHe




5. OHoBneHa Bepcia bpowypu gocnigHuka [ocnigKyBaHOro fiikapcbKoro 3acooy MaciTuHi6, BuagaHHA
2022 Bepcia 1.0 Big 7 KBiTHA 2022; BK/IIOYEHHA [0[aTKOBUX MiCLb MNPOBEAEHHA KIliHIYHOro
BUNPOGYBaHHA [0 NMPOTOKONY K/iHIYHOrO A0CNiMKeHHA «[pocrneKkTUBHe, 6araToLeHTPoBe, paHAoMi30BaHe,
noagiiHe cnine, niauebo-koHTponboBaHe AochimkeHHs Ill dpasm B napanenbHUX rpynax, 3 METOK OLjiHKM
eheKkTMBHOCTI Ta 6e3nekn MaciTUHIOY y KOMOGIHaLIT 3 puay30/10M Y MOPIBHAHHI 3 nnauebo y komoGiHauil 3
pvny3osioM Mpu AiKyBaHHI MauieHTiB 3 6i4HUM amioTpodpiuHuM cknepo3oM (BAC)», kop, [AOCNifKeHHSA
AB19001, sepcia 7.2 ROW Big 23 cepnHa 2021; cnoHcop - AB Science, ®paHuis

3aaBHUK - TOB «CiHepmxun 'pynn YkpaiHa», YkpaiHa

No M.1.B. BignoBiganbHOro AocnigHnKa

n/n Ha3Ba MicLs MPoBeAEeHHs KNiHIYHOIro BUNPO6yBaHHS

1 nikap Motpiuyk O.O.

KomyHasnibHe HekomepuiiHe nignpremctBo «lMepwa Yepkacbka MiCbka siKapHsi», HEBPOJIOrivyHe
BigAineHHs, M. Yepkacu

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

MeanyHWii LeHTp ToBapucTBa 3 OOMEXEHOK BiAMNoOBifasIbHICTIO «MefuyHuin ueHTp «Cantem»,
NiKyBaNbHO-NpoduiNakTnuHmiA Biaain, M. BiHHMUS

6. 3miHa BignoBiganbHOro AgocnigHUKa Micua npoBeAeHHA BUNPOGOBYBaHHA [0 NPOTOKOJY KIiHIYHOTO
JocnipkeHHa «JocnimkeHHsa 3 nigbopy [03U 419 OLiHKM epekTUBHOCTI | 6e3nekn 3acTocyBaHHA npenaparty
ComanauutaH (somapacitan) oavH pa3 Ha TWXAEHb Y TMOPIBHAHHI 3 3aCTOCYyBaHHAM npenapary
HoppgitponiH® (Norditropin®) ognH pas Ha AeHb Y AiTell i3 3aTPUMKOH POCTY, WO By/IM HapOAKEHI ManuMu Asis
recTauiiHoro BiKy Ta He Ha3forHanu y 3pocTi 40 BiKy 2 poku Ta cTaplie», Kog gocnimpkeHHs NN8640-4245,
thiHanbHa Bepcis 8.0 Big 08 6epesHsa 2022 p.; cnoHcop - Novo Nordisk A/S (Denmark)

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

BYNO CTANO

K.M.H. Lynbra H.B. K.M.H. OHiKieHKo O./1.

KomyHasibHe  HekomepuiiHe  nignpueMCTBO | KOMyHasibHEe HekomepLiliHe MignpUEMCTBO XapkiBCbKOI
XapkiBcbKoi ob6nacHoi paan «Ob6nacHa gutaya | obnacHoi pagun «O6nacHa AuTava KiHiYHA NikapHS»,
KniHiYHa NiKapHsI», €HAOKPUHOOrIYHEe | eHAOKPMHOMNOTIYHE BiAAINEHHS 3 NeAiaTpUUHNUMKN AKKaMN
BiAAINEHHS 3 negiaTpuyHUMKM NikKamMn Ans | Ans  Aiteld 3 pigkKicHUMKM  3axBOpOBaHHAMM  (LEHTP),
AiTeld 3 pigKicHUMK 3axBOPHOBaHHAMU (LEHTP), | M. XapkiB

M. XapkiB

7. 3MiHa BignoBiganbLHOro focnigHMKa Micusa NpoBeAeHHs1 BUNPOGOBYBAHHSA [0 MPOTOKO/Y K/iHIYHOro
BUNpobyBaHHA «JocnimkeHHa edekTMBHOCTI Ta 6e3nekn 3actocyBaHHA npenapaty ComanayutaH
(Somapacitan) oguH pa3 Ha TUXAEHb Y NOPIBHAHHI 3 LWOAEHHMM 3acTOCyBaHHAM npenapaty HopaitponiH®
(Norditropin®) y giTein 3 geiunToM ropMoHy pocTy», kog, gocnimpkeHHss NN8640-4263, dpiHanbHa Bepcis 7.0
Big, 22 ntoToro 2021 p.; cnoHcop - Novo Nordisk A/S (Denmark)

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

BYNO CTANO
K.M.H. LUynbra H.B. K.M.H. OHiKieHKo O./1.
KomyHanbHe HekomepLiiHe nignpueMcTBO | KoMyHasnbHe HeKoMepLUiiHe nigNpPUeEMCTBO
XapkiBcbkoi 06nacHoi pagnm «O6nacHa gutada | XapkiBcbkoi o6nacHoi pagn «O6nacHa Agutada
KNiHiYHa NikapHs», eHAOKPUHOONIYHE BiAA4INEHHS | KiHIYHA NikapHS», €HAOKPUMHOMOrNYHE BiAAiIeHHNA 3
3 negiaTtpMyHNMK NixkKkaMu aNs gitei 3 pigkicHUMK | negiaTpuuyHMMy fibkkamn  ansa aiteid 3 pigkicHAMM
3aXBOPIOBaHHAMY (LEeHTP), M. XapkiB 3aXBOPHOBaHHAMU (LEHTP), M. XapkiB

8. IHchopmauiiiHuii NUCT naujieHTa CTOCOBHO fAili B ymoBax naHgemii (takoi sk COVID-19) a6o iHwunx
BaXIMBUX MNOAIN, AKi BNAINBAOTb Ha yyacTb Y gocnimkeHHi [IHcopmauiiiHnii nuct pnsa yuyacHuka
KNiHIYHOro BUNpPOOGYBaHHA], Bepcia Ana YKpaiHu Big 26 Gepe3HA 2022 poKy, YKpalHCbKOK Ta
pocCiiicbKOI0 MOBaMu [0 NPOTOKOJTY KAIHIYHOTO BUNpo6yBaHHsA «baratoueHTpoBe, paH4oMi3oBaHe, NoaBiliHe
cnine, nnaue60-KOHTPO/IbOBAaHE [AOBIOCTPOKOBE MNPOAOBXEHE AOCMIMKEHHA NIATPUMYOYOi Tepanii Ans
BMBYEHHS eheKTMBHOCTI Ta 6e3neyHocTi YnagauutuHioy (ABT-494) y nauieHTiB 3 XxBOpo6o KpoHa, ki
3aBepwimnnin  gocnimpkeHHs M14-431 un M14-433», kon pocnimpkeHHA M14-430, 3 iHKOopriopoBaHUMMU
ApgmiHicTpaTnBHMMM 3MiHamn 5 Ta 6 i Monpaskamn 1, 2, 3, 4, 5, 6 Ta 7 Big 16 nuctonaga 2021 poky; COHCOP -
AbbVie Inc., USA



3anaBHuK - «<E66BI BiohapmackloTikan3 FTM6X», LLseliuapis

9. IHchopmauiiiHnii NMCT NauieHTa CTOCOBHO Al B ymoBax naHgemii (Takoi sk COVID-19) a60 iHwunx
BaX/IMBUX MOAINA, AKi BMJIMBalOTb Ha y4yacTb Y AoOC/ifmKeHHi [IHhopmauiiinnii nuct gna yyacHuka
KMiHIYHOTO BUNPOOGYBaHHA], Bepcia ANnA YKpaiHu Big 26 Gepe3Hsa 2022 poKy, YKpPaAiHCbKOK Ta
POCIACbKOI0 MOBaMM [0 NPOTOKO/1Y KAIHIYHOIO AOCNiMKEeHHS «baratoueHTpoBe, paHAOMi30BaHe, NoagiiHe
cnine, nnauebo-KOHTPOIbOBaHe 52-TUXKHEBE AOCIMKEHHS NIATPUMYOHOT Ta BiAKPUTOT NPOAOBXEHOI Tepanii
[ONS OUiHKM edpeKTMBHOCTI Ta 6€3MeYHOCTI picaHKi3ymaoy y naujieHTiB 3 XBopo60oto KpoHax», KoA, A0CiAKEHHS
M16-000, 3 iHKOPNOpOBaHNMW aAMIHICTPaTUBHUMU 3MiHamK 1, 2, 4 Ta nonpaskamn 1, 2, 3, 4,5, 6, 7, 8 Ta 9 Big
26 kBiTHA 2021 poky ; cnoHcop - AbbVie Inc., USA

3adBHUK - «E66BI BioghapmacktoTikans FTmM6X», LLseliuapis

10. OHOBEHMIA MPOTOKON KAiHIYHOTO gocnimxeHHsa AC-058B202, peaakuis 12 Big 15 6epesHs 2022 p.;
CuHoOMNcuc OHOBJIEHOTO NPOTOKOJ1Y KNiHIYHOro gocnimkeHHA AC-058B202, pepakuis 12 Big 15 6epesHa
2022 p., ocTaTOYHUI NepeKnag 3 aHrNiicbKoi MOBU Ha YKpPaiHCbKy MOBY Bifg 24 uyepBHsA 2022 p.;
IHchopmauia ana nadieHTa Ta popma 3roam Ha yyacTb y gocnigXeHHi octaTouHa pegakuia 11.0 (ansa
YKPaIHCbKNX [OCAIAHMLUBLKNX LEHTPIB) Big 17 uepBHA 2022 p., ocTaTOYHUI NepeKnag 3 aHraiicbKoi
MOBM Ha YKpaiHCbKy MOBY Big 13 nunHAa 2022 p., ocTaTOuHWiII nepeknap 3 aHrniicbKoi MOBM Ha
pocilicbky moBy Big 13 nunHa 2022 p.; Bpowypa gna gocnigHuka 3 npenapaty MOHECUMOQ,
(ACT-128800), pepakuis 17 Big 06 TpaBHA 2022 p.; KepiBHULTBO WOA0 NpoBeAeHHSA [OCIMKEHHA Nijg,
yac 3Ha4YHMX NOTPACiHb Big 06 TpaBHA 2022 p. A0 NPOTOKO/Y KNiHIYHOTO AOCNIAKEHHSA «baraToueHTpoBe
paHAoMi30BaHe, NOABIMHO cine AOCNiMKEHHS, L0 MPOBOAWUTLCA B MapasieNlbHUX rpynax XBOPUX Ha
PELMAMBYIOUNIA PEMITYIOUNIA PO3CISHWIA CKIEpO3 i3 METO BMBYEHHSI GE3MEeYHOCTi, MEepPEeHOCUMOCTi 1
ehbekTUBHOCTI npenapaty noHecumopg (aroHicta peuentopie S1P1 gns nepopanbHOro npuiiomy) npu
TpMBasioMy 3acTtocyBaHHi B go3ax 10, 20 i 40 mr Ha fo6y (npogoBxeHHs gocnimkeHHsa AC-058B201)», ko
pocnipkeHHa AC-058B202, pepakuisa 11 Big 04 TpasHA 2021 p.; cnoHcop - AKTeslioH ®apMacbioTikans /114,
Lisenuapis

3asBHIK - TOBAPUCTBO 3 OBEMEXEHOIO BIAMNOBIAANBHICTIO «Ml EC AN-YKPAIHA»

11. 3miHa Ha3Bu Ta agpecu cnoHcopa; bpouwypa gocnigHnka Pembrolizumab (MK-3475), BugaHHsa 22
Big 13 TpaBHA 2022 poKy, aHrNiNCbKOK MOBOI; 3MiHA BiANOBIiAA/ILHOrO AOCAIAHUKA 40 NPOTOKONY
KNiHiYHOro gocnimkeHHs «Bigkpute, paHaomizoBaHe aocnigpkeHHs 11l dhasu ons BUBYEHHST hapMakoKiHETUKM
Ta 6e3neyHOCTi nemoponisymady Ans MigWwkKipHOro BBeAEHHS MOPIBHAHO 3 nemo6posisymabom Ans
BHYTPILUHLOBEHHOIO BBEAEHHS, B KOMOiHaLl 3 4BOXKOMINOHEHTHOI XiMioTepanielo npenaparaMu naaTuHU, B
AKOCTI mepLloi fiHiT Tepanii ANA yYyacHUKIB 3 MeTacTaTUYHUM MSIOCKOKNITUHHUM ab0 HEeNOCKOKMITUHHUM
HeApPiGHOKNITMHHUM pakoM NereHis», kog gocnigxeHHs MK-3475-A86, Bepcis 3 iHKOPNOPOBaHOK NOMNPaBKOoH
04 Big, 31 6epesHa 2022 poky; cnoHcop - «Mepk Wapn eHg Joym Kopn.», godipHe nignpnemctso «Mepk eHf,
Ko., IHk.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMNOBIfaUIbHICTIO «MC/], YkpaiHa»

BYNO

«Mepk LWWapn eHp [Aoym Kopn.», pfouipHe
nignpuemctBo «Mepk eHp Ko., IHK.», CLUA,

CTANO

TOB Mepk LWapn eHg Aoym (Merck Sharp &
Dohme LLC)

(Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc.,USA)

Appeca: Mepk fApaiiB, 1, nowTtoBa CKpPUHbKa
100, m. Baiitxayc-CtelwwH, wrat Helo-Mxepci,
CWA (One Merck Drive, P.O. Box 100,

Appeca: 126 Ict JliHkonbH aBeHto, n/c 2000,
PaBein, Hbto [xepci, 07065, CLUA (126 East
Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
USA)

Whitehouse Station, New Jersey, 08889-
0100,USA)
BYNO CTA/O
3aB. BigaineHHaMm Ko63eB O.l. nikap /leoHoBa B.B.
KomyHasbHe HekomepLiiHe nignpMemMcTso | KoMmyHanbHe HekomMepLiiHe nignpMeEMCTBO

«O6nacHUiA  LEHTP OHKOJIOrii», OHKOXIpypriuyHe
BifAiNEHHs opraHiB rpygHoOT NOPOXHUHN, M. XapKiB

«O6nacHUiA  LEHTP  OHKOJMOrii»,  OHKOXipypriuHe
BiA/lINEHHS OpraHiB rpyAHoOT MOPOXHUHKU, M. XapkiB




12. bpouypa gocnigHuka gna AocnigKyBaHoro slikapcbKoro sacooy ikneneptuH (Bl 425809), Bepcia 12
Big 08 uepBHA 2022 poKy [0 MPOTOKOMY KIIHIYHOTO AOC/iAXeHHA «PaHAoMi3oBaHe, MoAgiiHe chine,
nnauebo-KoOHTpoNboBaHe pochimpkeHHA [l dasn B napanensHMx rpynax AN OUiHKM ed)eKTUBHOCTI Ta
6e3neyHoCTi 3acTocyBaHHA npenapaTy Bl 425809 ogvH pa3 Ha o6y npoTarom 26-TWKHEBOro nepiogy
NikyBaHHs B naujieHTiB 3 wmnsopeHieto (CONNEX-2)», kog gocnigpkeHHs 1346-0012, sepcis 1.0 Big 16 rpygHsA
2020 poky.; cnoHcop - «bepiHrep IHrenbxainm PLB Mv6X eHg Ko KI», Asctpisi / Boehringer Ingelheim RCV
GmbH & Co KG, Austria

3aasBHuK - TOB «MAPEKCEJT YkpaiHa»

13. 3miHa Ha3BM Ta agpecu cnoHcopa; 3miHa MapKyBaHHA [OCAigpKYyBaHUX Nikapcbkux 3aco6is: MK-
8189 or_Placebo_and_Risperidone_ or_Placebo_Blisterpack, Bepcia 2.0 Big 07 nunHAa 2022 poky
aHININCbKOIO Ta YKPAiHCbLKOIO MOBamMu; 3pa3oK CNPOLEHOro MapKyBaHHA 3apeecTPoOBaHOro B YKpaiHi
nikapcbKoro 3acooy, sikuii 3acTocoByeTbCs B K/liHiYHOMY Bunpo6yBaHHi MK-8189-008, Bepcis 2.0 Big
05 nunHA 2022 p., yKpaiHCbKOK MOBOIO 0 NMPOTOKOJTY KNiHIYHOrO AocnimpKeHHs «PaHgomizoBaHe, noagiliHe-
cnine, 3 nnauebo Ta akTMBHUM KOHTPOIEM JliKyBaHHA JocnifjkeHHA 2B ha3n edpekTUBHOCTI Ta 6e3neyHOoCTi
MK-8189 y navjieHTiB 3 rocTpuM eni3ofoM Wn3opeHii», kog, gocnigxeHHs MK-8189-008, 3 iHkopnopoBaHoto
nonpaskoto 03 Big 17 rpyaHs 2021 poky; crnoHcop - «Mepk LWapn EHA Joym Kopn.», A0YipHE NiANpUEMCTBO
«Mepk EHZ Ko., IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asnBHMK - TOBaApUCTBO 3 0OMEXEHO BiANoBigasbHICTIO «MC/J, YkpaiHa»

BYNO CTANO
«Mepk LWapn ena Jfoym Kopn.», pgodipHe | TOB Mepk LWapn eHg Aoym (Merck Sharp &
nignpuemcteo «Mepk eHg Ko., IHk.», CLIA, | Dohme LLC)
(Merck Sharp & Dohme Corp., a subsidiary of | Agpeca: 126 Ict JliHkonbH aBeHo, n/c 2000,
Merck & Co., Inc., USA), PaBeii, Hoto [xepci, 07065, CLUA (126 East
Appeca: Mepk ApaiiB, 1, nowToBa CKpuHbka 100, | Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
M. Baiitxayc-CreiiwH, wrar Hbto-Ixepci, CLUA | USA)
(One Merck Drive, P.O. Box 100, Whitehouse
Station, New Jersey, 08889-0100, USA)

14. 3miHa Ha3Bu Ta agpecu CnoHcopa; bpouypa gocnigHuka Pembrolizumab (MK-3475), BuaaHHs 22
BiA 13 TpaBHsA 2022 poKy, aHINMiNCbKOIO MOBOLO; YKpaiHa, MK-3475-587, Bepcis 02 Big 12 nunHa 2022 p.,
YKpaiHCbLKOI0 MOBOIO, iH(popMaLlifi Ta JOKYMEHT Npo iHPopMoBaHy 3rogy Ans nauieHTa, CTBOpEeHa Ha
OCHOBI rno6anbHoro wa6noHy MK-3475-587_AMO01, Bepcia 1.04 Big 10 uepBHA 2022 p., a TaKoX
LWA6NOHY, 3aTBEPAKEHOIO AN1A YKpaiHK, Bepcia Big 27 uepBHA 2022 p. yKpaiHCbKOI0 MOBOIO; YKpaiHa,
MK-3475-587, Bepcia 02 Big 12 nunHa 2022 p., poCiiCbKOO MOBOIO, iHhopmaLis Ta AOKYMEHT Mpo
iHcbopMmoBaHy 3rofy A/1A NauieHTa, CTBOpeHa Ha OCHOBI rnoGasibHOro wa6noHy MK-3475-587__AMO1,
Bepcia 1.04 Big 10 yepBHA 2022 p., a TaKOX LWaG/IOHY, 3aTBEpPAXEHOro AN YKpaiHu, Bepcia Big 27
uepBHA 2022 p. pociiicbkolo MOBOM; YKpaiHa, MK-3475-587, Bepcia 01 Big 12 nunHa 2022 p.,
YKpalHCbKOI0 MOBOIO, iH)opMaLisi Ta [AOKYMEHT npo iHopmoBaHy 3rogy ANs NauieHTiB, AKi
nepe6yBaloTb Ha CNocTepeXeHHi ANs OLiHKA BUWXMBAHOCTI, CTBOpPEHA Ha OCHOBi rNno6a/ibHOro
wao6noHy MK-3475-587, sepcia 01 Big 10 uepBHA 2022 p.; YKpaiHa, MK-3475-587, Bepcia 01 Big 12
nnnHsA 2022 p., pocificbKOK MOBOLO, iH(hOpMaL,ifl Ta JOKYMEHT Npo iHhopmMoBaHy 3roAy AJis NaLli€HTIB,
AKi NnepeGyBalOTb Ha CMOCTEPEXEHHI AJIA OLiHKM BWKMBAHOCTI, CTBOPEHA HAa OCHOBi rMoGa/IbHOIO
wa6noHy MK-3475-587, Bepcia 01 Big 10 uepBHA 2022 p. [0 NPOTOKOMY KAIHIYHOTO BUNPOGYBaHHSA
«baratoueHTpoBe, BigKpuTe, po3wWwnpeHe aocnimkeHHs Il pasu ansi BUBYEHHST OBrOCTPOKOBOT 6e3nekn Ta
eheKTMBHOCTI Y Y4aCHMKIB 3 PO3MNOBCHMKEHUMMN NYXIMHAMMU, SIKi Y AaHWIA Yac nepebyBatoTb Ha NikyBaHHI abo
nig cnocTepeXeHHsAM y OOCNIMKEHHI i3 3acTocyBaHHAM nemo6ponisymady», kog gocnigpkeHHs MK-3475-587,
Bepcis 3 iHKopnopoBaHoto nonpaBkoto 03 Big 19 kBiTHSA 2021 poky; cnoHcop - «Mepk Lapn eHa Joym Kopn.»,
JodipHe nignpmemctBo «Mepk eHpg, Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co.,
Inc., USA)

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

BYJIO CTAJIO

«Mepk Llapn eHO Joym Kopn.», oOouipHe | TOB Mepk Llapn eHO foym (Merck Sharp &
nionpuemcmso «Mepk eHO Ko., IHK.», CLUA, | Dohme LLC). Adpeca: 126 Icm JliHKO/IbH aBeHio,
(Merck Sharp & Dohme Corp., a subsidiary of | n/c 2000, Pasel, Hbto [xepci, 07065, CLLUA (126
Merck & Co., Inc., USA), Adpeca: Mepk fpaltis, 1, | East Lincoln Ave., P.O. Box 2000, Rahway, NJ
nowmosa ckpuHbka 100, M. Balimxayc- | 07065, USA)

CmeliwH, wmam Hsbro-fxepci, 08889-0100,
CLLUA (One Merck Drive, P.O. Box 100,




Whitehouse Station, New Jersey, 08889-0100,
USA)

15. 3miHa Ha3Bu Ta agpecu CnoHcopa; bpowypa gocnigHuka Pembrolizumab (MK-3475), BugaHHsa 22
Big 13 TpaBHA 2022 poKy, aHrNiicbKolo MOBOW; YKpaiHa, MK-3475-A18/[ENGOT-cx11/GOG-3047,
IHhopMauifa Ta JOKYMEHT Npo iHhopMoBaHy 3roay ANs nauieHTa, Bepcia 3.02 Big 12 nunHa 2022 p.,
YKpaiHCbKOI0 MOBOIO; YKpaiHa, MK-3475-A18/[ENGOT-cx11/GOG-3047, IHchopmaLis Ta OKYMEHT nNpo
iHhopmoBaHy 3rogy Ana nauieHta, Bepcia 3.02 Big 12 nunHA 2022 p., pociificbKOl0 MOBOIO; YKpaiHa,
MK-3475-A18/ENGOT-cx11/GOG-3047, IHchopmauiiiHKii NTUCTOK | 4OKYMEHT Npo iHhopMoBaHy 3roay Ha
Maii6yTHE GioMmeauuHe pocnigkeHHs, Bepcis 02 Big 12 nunHa 2022 p., yKpaiHCbKOIO MOBOLO; YKpaiHa,
MK-3475-A18/ENGOT-cx11/GOG-3047, IHdhopmMaLiiHA NUCTOK i AOKYMEHT Npo iH(hopMOoBaHy 3rogy Ha
MaliGyTHe GiomeaguuHe gocnigpkeHHA, Bepcia 02 Big 12 nunHa 2022 p., pociicbKOO MOBOIO; 3pasku
MapKyBaHHA [OCNigKyBaHOro nikapcbkoro 3acooy MK-3475: MK-3475_Kit_R, Bepcis 2.0 Big 26 KBiTHA
2022 p., aHrnilicbkol Ta yKpaiHcbkoto moBamu; MK-3475_Vial_R, Bepcia 2.0 Big 26 kBiTHA 2022 p.,
aHrNINCbKOIO Ta YKPAiHCbLKOIO MOBaMu; 3pa3oK CNPOLEHOro MapKyBaHHA 3apeecTPoOBaHOro B YKpaiHi
nikapcbKoro 3aco0y, AKMA 3acTOCOBYETbCA B KNiHiYHOMY BunpoGyBaHHi MK-3475-A18/ENGOT-
cx11/GOG-3047, Bepcia 2.0 Big 12 nunHa 2022 p., YKPAIHCbKOO MOBOK [0 MNPOTOKOY KMiHIYHOIO
pocnigxeHHs «PangomizoBaHe, noggiliHe cnine pocnimkeHHs 1l cha3u ximiopagioTtepanii y komb6iHauii 3
nem6posnisyma6om abo 6e3 HbOro A/15 JlikyBaHHS JIOKa/TbHO PO3MOBCHOAKEHOIO paKy LMWK MaTKN 3 BUCOKUM
ctyneHem pusnky (KEYNOTE-A18/ENGOT-cx11/GOG-3047)», kon pocnimkeHHs MK-3475-A18/ENGOT-
¢cx11/GOG-3047, 3 iHkopnopoBaHot nonpaskoto 03 Big 18 6epesHsa 2022 poky; cnoHcop - «Mepk LWapn EHA
Joym Kopn.», goyipHe nignpuemctso «Mepk EHA Ko., IHK.», CLLIA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

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

BEY/N10

CTAJIO

«Mepk LWapn eHpg Jdoym Kopn.», AodipHe
nianpuemcteo «Mepk eHg Ko., IHK.», CLUA, (Merck
Sharp & Dohme Corp., a subsidiary of Merck & Co.,
Inc., USA), Appeca: Mepk [ApaiiB, 1, nowTtoBa
CKpuHbKka 100, m. BaWTtxayc-CTeiwH, wrtar Hblo-

TOB Mepk LLapn eHg Aoym (Merck Sharp &
Dohme LLC), Appeca: 126 lct JliHKONbH
aBeHi, n/c 2000, PaBeii, Hbto [xepci,
07065, CLLUA (126 East Lincoln Ave., P.O.
Box 2000, Rahway, NJ 07065, USA).

Mxepci, 08889-0100, CLLUA (One Merck Drive, P.O. Box
100, Whitehouse Station, New Jersey, 08889-0100,
USA).

16. 3miHa Ha3BU Ta agpecu CnoHcopa; bpowypa gocnigHuka Pembrolizumab (MK-3475), BugaHHsa 22
BiA 13 TpaBHA 2022 poKy, aHINMINCbLKOIO MOBOIO; YKpaiHa, MK-7339-006, IHdhopMauifi Ta JOKYMEHT Npo
iHcbopMoBaHy 3roay ANA nauieHTa, Bepcia 5.01 Big 12 nunHa 2022 poKy, YKpaiHCbKOI MOBOIO; YKpaiHa,
MK-7339-006, IHchopmaLiis Ta AOKYMeHT npo iHhopMoBaHy 3roay ANA nauieHTa, Bepcia 5.01 Big 12
nnnHa 2022 poKy, poOCifiCbKOo MOBOI; 3pa3kM MapKyBaHHA AOC/iMKyBaHUX NiKaApCbKUX 3acoGiB
MK-3475 T1a Olaparib: MK-3475_Kit, Bepcis 2.0 Big 21 uepBHA 2022 p., aHrNIACbLKOIO Ta YKPAIHCbLKOIO
moBamu; MK-3475_Vial, Bepcia 2.0 Big 21 uepBHA 2022 p., aHIMiNCbKOIO Ta YKPAIHCbKOIO MOBaMu;
Olaparib_Botle, Bepcia 2.0 Big 08 nunHa 2022 p., aHINIICbKOK Ta YKPaiHCbKOKD MoBaMu; 3pa3okK
CMpOLLEHOrO0 MapKyBaHHA 3apeecTPOBaHOro B YKpaiHi JlikapCbKOro 3acoby, AKuiA 3aCTOCOBYETbLCS B
KniHiyHomy Bunpoo6yBaHHi MK-7339-006, Bepcis 2.0 Big 12 nunHAa 2022 p., yKpaiHCbKOIO MOBOLO; 3MiHa
KiNbKOCTi gocnigpkyBaHux B YKpaiHi 3i 125 go 120; 3mMiHa BignoBiganbHOro gocnigHuka o npoToKony
KNiHiYHoro gocnigxkeHHsa «JocnimkeHHs 1l hasn gna nemoponisymady y kombiHauii 3 nemetpekcegom /
npenapatom nnatuHM (kapbonnatuH abo uuchnatvH) 3 NojasblMM BBEAEHHAM Memoponisymady Yy
KOMOGiHaLi 3 NigTPUMYOUMM NiKyBaHHAM oslanapubom abo nemeTpekcenoM B AKOCTI Tepanii nepLioi AiHil y
nauieHTIB i3 MeTacTaTUYHUM HEMnOCKOKNITUHHUM HeApiOHOKMNITUHHUM pakoM NereHiB», Kof AOCNifXKEeHHSA
MK-7339-006, 3 iHkoprnoposaHoto nonpaskoto 05 Big 23 rpyaHa 2021 poky; crnioHcop - «Mepk Wapn EHA Joym
Kopn.», pgoyipHe nignpuemctBo «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/[, YKpaiHa»

BYJO
«Mepk LWapn eng fAoym Kopn.», pfodipHe
nianpuemctBo «Mepk eHp, Ko., IHK.», CLUA, (Merck
Sharp & Dohme Corp., a subsidiary of Merck & Co.,
Inc., USA),
Appeca: Mepk [paiiB, 1, nowtoBa CKpuHbKa 100, M.

CTANO
TOB Mepk Wapn eHa Aoym (Merck Sharp &
Dohme LLC). Apgpeca: 126 Ict JliHKONbH
aBeHto, n/c 2000, PaBeii, Hbto Mxepci, 07065,
CLLUA (126 East Lincoln Ave., P.O. Box 2000,
Rahway, NJ 07065, USA).




BaiiTxayc-CteliwH, wrat Hoto-Oxepci, 08889-0100,
CLUA (One Merck Drive, P.O. Box 100, Whitehouse
Station, New Jersey, 08889-0100, USA).

BYNO CTANIO
3aB. BigaineHHam Koo3ses O.l. nikap leoHosa B.B.
KomyHasnbHe HekomepLiiHe nignpMemcTBo | KomyHasnbHe HekoMepLiiiiHe nigNpUeEMCTBO

«O6nacHWin  LEHTP  OHKOSOTrii», OHKOXipypriuHe | «O6/1acHWi  LEHTP OHKOMOTii», OHKOXIpypridyHe
Bifi/IEHHA OpraHiB rpyAHOT NOPOXHWHK, M. XapKiB Bifi/IEHHA OpraHiB rpyAHOT NOPOXHWUHK, M. XapKiB

17. 3miHa BignoBiga/IbHOro AOC/igHMNKA Yy MiCLi NPOBeAEHHS KNiHIYHOrO BUNPOGYBaHHSA [0 MPOTOKOY
KMIHIYHOTO AOCNimKEeHHS «PaHaoMi30BaHe, niaueb0-KOHTPO/IbOBaHe, NOABIHE Ciine KNiHiYHe AOCAIoKEHHA 3
thasm npenapaty Hipanapu6 y kom6iHauii 3 AbGipaTepoHa Auetatom Ta [lpegHi30HOM Yy MOPIBHAHHI 3
AbipaTepoHa AueTtatom Ta NpeaHi3oHOM A5 AiKyBaHHS NALEHTIB 3 MeTacTaTUYHUM pakom nepeamixypoBoi
3a/1031», ko4 gocnimpkeHHs 64091742PCR3001, 3 nonpaskoto 6 Big 30.09.2021 p.; cnoHcop - «AHCCEH
PAPMALEEBTUNKA HB», Benbris

3aaBHUK - «AHCCEH ®APMALEEBTUKA HB», Benbris

BYNO CTANIO0
3aB. Bifg. Han6aHgsaH T.A. nikap Kigik A.r.
KomyHasnbHe HekomepuiiiHe nignpnemctBo | KOMyHasibHe HekomepuiHe nignpuemctBo «O6nacHuii
«O6nacHuii LeHTp OHKOJOTi1», | LEeHTP OHKONOri», OHKOYPONOriyHe BiagiNeHHs, M. Xapkis
OHKOYpO/OrivyHe BiAfieHHs, M. XapkKiB

18. Aopatok 1 po Bpowypu pgocnigHuka 3 npenapaty MauuTteHTaH, Big 27 nunHAa 2022 poky [0
NPOTOKONY KAiHIYHOrO [oc/imkeHH BbaraTtoueHTpoBe, OAHOrpynoBe, BIiAKPUTE, AOCNIMKEHHS 3 OLiHKA
[LOBroCcTpoKOBOI 6e3nekn npenapaTy MauyuTeHTaH y nauieHTiB 3 SIETEHEBOK TNEPTEHSIE, AKi paHiwe
nNikyBanucsa npenapatom MauuteHTaH B KNiHiYHUX gocnimkeHHax (UMBRELLA), kog pgocnigxeHHs AC-055-
314, cxBaneHa Bepcia 8 Big 05 cepnHa 2021 poky; crnoHcop - AkTesnioH dapmacbkloTikanic flta. [Actelion
Pharmaceuticals Ltd], LLiBeiiyapis

3anBHVK - TOBApUCTBO 3 06MEXEHOI0 BiANOBigasbHICTIO «/TABKOPTT KMIHIKA AEBE/NIOMMEHT YKPAIHA»

19. Bpouwypa pgocnigHuka SIMPONI (golimumab), BugaHHa 23 Big 23.05.2022 p.; Po3’acHeHHA A0
NPOTOKO/Y KAiHiYHOro BuUNpoOGyBaHHA Bif 01.06.2022 p. [0 NPOTOKOY KIIHIYHOTO [AOCHIIKEHHSA
«baratoueHTpoBe, paHaOMi30BaHe, NoABiHe cine, niauebo KOHTPOIbOBaHE KAiHIYHEe AOCAIAKEHHN 2a ha3m
ONSA OUiHKM edpeKTMBHOCTI Ta 6e3neYHOCTi NpM3HaYeHol NigLWKIpHO KOMBIHOBaHOT Tepanii rycesibKymaoy ta
roniMmymaty y nauieHTiB 3 akTUBHUM McopiaTU4HUM apTpuTOM», Kog, nocnimkeHHS CNTO1959PSA2003, 3
nonpaskoto 1 Big 06.10.2021 p.; cnoHcop - « AHCCEH ®APMALIEBTUKA HB», besbris

3aaBHUK - «<AHCCEH ®APMALIEBTUKA HB», Benbris

20. bpowypa pgocnigHuka OnikanoHy (BIA 9-1067), BupaHHA 14.0 (enekTpoHHa Bepcia 4.0) Big 20
yepBHA 2022 poOKy, AHrMINCbKOK MOBOK [0 NPOTOKO/Y K/iHIYHOrO A0CMimXeHHs «PaHaomizoBaHe,
noAgiiHve cnine, nauebo-KOHTPONbOBaHe AoCAiMpKeHHA dpa3m Il B napanenbHux rpynax AAs OuiHIOBaHHSA
epekTMBHOCTI Ta 6e3neyHoCTi omikanoHy K JojaTka A0 cTabisibHOI Tepanii nesogonot (L-gonoto) B
koMb6iHaLji 3 iHribiTopom pona-gekapbokcunasn (I440K) y nauieHTiB i3 noyaTtkoBolo cTafieto igionaTUyHoOl
XBOPO6M lMapkiHCOHa; 3 BIAKPUTUM LOAATKOBUM LOCNIMKEHHAM», Ko4 AocnimkeHHs BIA-91067-303, Bepcis
2.0 3 iHKopnopoBaHoto nonpaskoto 1 Big 16 nwotoro 2021 poky; cnoHcop - BIAL — Portela & Ca, S.A., Portugal
3aaBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

21. 3miHa BignoBiganbHOro gocnigHuka y MMNB o NpoTokony KiHIYHOro AocnigxeHHs «PaHgomisoBaHe,
nnaueb0-KoHTPO/IbOBaHe, NOABINHE cnine KniHiuHe gocnimkeHHs 3 dpasu npenapaty Hipanapu6 B komGiHauii
3 abipaTepoHa aueTatoMm Ta NPeAHI30HOM Yy MOPIBHSIHHI 3 abipatepoHa aueTtaTtoM Ta MpefHi3oHOM A/1s
NiKyBaHHS NauieHTIB 3 MeTacTaTMYHUM KacTpaT-4yT/IMBUM pakoM nepeamixypoBoi 3anosm (mCSPC) 3i
WKIANMBOK repMiHa/lbHOK abo coOMaTUYHOK MyTali€l reHiB, WO BiANOBiAalTb 3a penapaiio LASXOM
romosnoriyHoi pekombiHauii (HRR)», ko gocnimkeHHs 67652000PCR3002, 3 Monpaskoto 2 Big 25.10.2021 p.;
cnoHcop - « AHCCEH ®APMALIEBTVKA HB», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris



BY/NO CTAJIO
3aB. Big. Han6aHgsaH T.A. nikap-oHkonor Kigik A.I.
KomyHasbHe HekomepLiiHe nignNpuemcTBo | KoMmyHasibHe HekomepLiiiiHe NignpPUEMCTBO
«O6nacHUii  LEHTP  OHKOMOrii»,  OHKoyposoridyHe | «O6nacHUiA LLeHTP OHKOJOrFii», OHKOYPOJIorivyHe
BigAiIeHHSA, M. XapkKiB BigAiIeHHs, M. Xapkis

22. 3miHa BignoBiganbLHOro gocnigHuKa y Micui NnpoBeAeHHs K/iHIYHOro BUNPOGYBaHHA [0 NPOTOKOJTY
KMIHIYHOTO [OCNiMKeHHS «baratoueHTpoBe paHAoMi30BaHe, NOABIMHO Chine MOpPiBHAIbHE [OCILKEHHS
6e3neyHOoCTi i e(PeKTMBHOCTI OMagauUKAiHy Ta MOKCUG/IOKCALMHY, L0 3aCTOCOBYHOTLCA BHYTPILLHBOBEHHO
abo nepopasibHO MpKM MiKyBaHHI AOPOC/NX MAaUIEHTIB i3 HErocniTa/ibHOK GakTepiasibHOK nHeBMoOHieto (l1lb
haza KNiHiYHMX BMNPOOGYBaHb)», kof, aocnimkeHHss PTK0796-CABP-19302, pegakuis 5 Big 19 nuctonaga
2020 p.; cnoHcop - «lMapaTek ®apmacbioTikans IHkoprnopeiTen» [Paratek Pharmaceuticals, Inc.], CLLA
3aasHuK - TOBAPUCTBO 3 OBMEXKEHOHO BIAMOBIAANBHICTHO «Ml EC AA-YKPAIHA»

BYNO CTANO
A-M.H., npod. AwwnHa /1.0. K.M.H. MockaneHko C.M.
[JepxaBHa ycTaHoBa «HauioHanbHWiAi iHCTUTYT | [lepxaBHa ycTaHoBa  «HauioHaNbHUIA  IHCTUTYT
dTusiaTpii i nynbmoHonorii im. ®.I'. AHoBCbKOro | dptusiatpii i nynbMoHonorii iMm. ®.I. AHOBCLKOro

HaujioHanbHOT akagemii MegnyHmMX HayK YKpaiHu», | HauioHasibHOT akagemii MeguuyHuX Hayk YKpaiHu»,
BiAJINEHHs AiarHOCTMKKW, Tepanii Ta KIHIYHOT | BigAineHHs  giarHocTuky, Tepanii  Ta  KAHIYHOT
(hapmakosorii 3aXBOpOBaHb siereHb, M. Kuis thapmakonorii 3aXBopoBaHb siereHb, M. Kuis

23. 3miHa BignoBiganbHOro gocnigHuka y MMB a0 NpoToKoy KNiHIMHOTO AOCNiAKEHHS «docnimKeHHs 3
dhasn ans oujiHkn eppadpiTiHiGy y NOpPiBHSIHHI 3 BiHADNYHIHOM ab0 AoLeTakcesiom Yn nembponisaymabom y
NauieHTIB 3 NMOLLIMPEHO YpOoTeniasibHOK KapUUHOMOK Ta OKPEMMMMK FeHeTUYHMMK abepauisiMi peLenTopis
chakTopy pocTy dhibpobnacTiB», Koa gocnigxeHHs 42756493BLC3001, 3 nonpaskoto 5 Big 25.03.2021 p.;
cnoHcop - AHcceH ®apmaueBTuka HB, benbris

3asBHuK - « AHCCEH ®APMALEBTVKA HB», benbris

BYNO CTANO
3aB. Bifg. Han6aHgaH T.A. nikap Kigik A.r.
KomyHasbHe HekomepLjiiHe nignpnemcTso | KomyHasibHe HeKkomepLiiHe nianpremMcTeo
«O6nacHUA LEHTP OHKONOri», OHKOoyponoriyHe | «O6GMacHUA LEHTP OHKOMOFi», OHKOYpPOJIOorivyHe
BiAiIeHHS, M. XapkKiB BiAiSIEHHSA, M. XapKiB

24. OHoBneHuii MpoTtokon KniHiuHoro Bunpo6yBaHHA IMCY-MS-001, Bepcia 1.1 Big 25 kBiTHA 2022
POKY, aHIIiACbKOI MOBOIO [0 NPOTOKO/Y KAiHIYHOro gocnimxkeHHs «ocnigpkenHs I/l dpasmn 3 eckanauiero
[03n/aganTuBHUM AM3aiHOM 4715 OLiHKM 6e3neyHocCTi Ta edpekTuBHOCTI npenapaty IMCY-0141 y naujeHTiB 3
peLnanBYHUO-peMITYOUMM pPo3cisHUM cknepo3oM (PP-PC)», ko aocnimpkeHHs IMCY-MS-001, Bepcis 1.0, Bifg
01 rpyaHsa 2021 poky; cnoHcop - IMCIC CA, benbris / IMCYSE SA, Belgium

3asaBHUK - TOB «APEHCIA EKCIJTOPATOPI MEAICIH», YkpaiHa

BYNO CTANO
MeduyHuli MOHIMOP 07151 Yb020 O0C/TiOXKEHHS: MeoduyHuli MOHIMOP 07151 Yb020 O0C/TiOXKEHHS:
Daniela Pirvu (Biomapas) Vyte Sarapiniene (Biomapas)
E-mail: daniela.pirvu@biomapas.com E-mail: vyte.sarapiniene@biomapas.com
Ten.: +370 37 366 307 a60 Mo6. +40 729 3423 74 | Ten.: +370 37 366 307 a60 mo6. +370 686 65930

25. OHoBneHwuii npoTokon (Bepcia 1.2 Big 20.06.2022); OHoBneHuii CuHoncuc Ao npotokony (Bepcis
1.2 Big 20.06.2022); BknroueHHA A0[AATKOBUX MiCLb NpOBeAEeHHS KNiHIYHOro BUMPOOGYBaHHA [0
NPOTOKOY KNiHIYHOIO AoCnimKeHHs «BigkpuTe, 6aratoleHTpoBe, MbXHaApOAHe AOCNiIKeHHA e(peKTUBHOCTI,
6e3neyHoCTi Ta nepeHocumocTi npenapaTy bioseH, BupobHuuTBa TOB «Biothapma Mnasma», y gopocnmx
NauieHTIB 3 XPOHIYHOI NMEPBUHHO IMyHHOK TpombouuToneHieto (ITM)», kog gocnigpkeHHs 2021-BV-ITP-BP,
Bepcia 1.1 Big 16.09.2021; cnoHcop - TOB «BIO®APMA TNJTA3MA», YkpaiHa

3aaBHuK - TOB «BIO®APMA TJTA3MA», YKkpaiHa

[ No | M.1.5. BifnoBifanbLHOTO A0CAiAHMKA |




n/n

HasBa MicLs NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

K.M.H. [apToBcbka I.P.
KomyHasibHe HekomepuiiHe nignprMemcTBo KuiBCbKOi 061acHoi pagum «KWIBCbKWiA  06M1acHMiA
OHKOJIOTYHWIA AMcnaHcep», LLeHTP reMaTo/orii Ta TpaHcnaaHTaL,i KICTKOBOro Mo3ky, M. KuiB

K.M.H. Kucensosa O.A.
Meguununii ueHTp «OK!KniHik+» TOB «MiKHapOoAHWiA IHCTUTYT KAIHIYHUX AOCAIAKEHb», cTalioHapHe
BigAineHHs, Bigain remarosorii, M. Knis

nikap YceHko I'.B.
KomyHasnibHe HekomepuiiHe nignpuemMcTBO «Micbka KniHidHa nikapHs Ned» [HINPOBCLKOI MiCbKOT
paam, MiCbKuii reMaToNnorivYHuiA LeHTp, M. AHinpo

3aB. Big. PextmaH I'.B.
KomyHanbHe HekomepuiliHe nignpuemMcTBo «XMefibHUUbKa 061acHa NikapHsa» XMebHULbKOI
06/1acHOl pagu, reMaTosIorivyHe BigdiNeHHs, M. XMe/IbHULbKWiA

4.M.H., npodh. Ciskosuy C.O.

KomyHasibHe HekomepuiiHe nignpruemcTBo «KuiBCcbka Micbka KiiHiYHa fnikapHa Ne 9» BMKOHaBYOro
opraHy KuiBcbkoi Micbkoi paan (KMiBCbkOT MICbKOT AepXaBHOI agMiHicTpayii), KNiBCbkUii MicbKuii
remMaTtooriyHuin LEHTP Ha 6asi reMaTo1orvyHoro BigaineHHs Nel, m. Kuis

K.M.H. KapHa6epga O.A.
MeguuHuii LeHTp ToBapucTBa 3 06MEXEHOK BIAMNOBIAaNbHICTIO «ApeHcia Exkcnnopartopi MegiciH»,
BigAiN KNiHIYHNX gocnimkeHb, M. K1is




