Jopartok 1

«lMepenik cyTTEBMX NOMPABOK A0 NPOTOKOJIIB K/iHIYUHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHi HTP
Ne 36 Big 26.10.2023, Ha siKi 6y/IM OTPUMaHi NO3NTUBHI BUCHOBKU €KCNepTiB.»

1. OHOBE€HUI NPOTOKO KNiHIYHOro BUNpo6yBaHHs MK-7655A-021, 3 iHKopnopoBaHoto nonpaskoto 05
Big 20 nunHAa 2023 poOKy, aHrNIiCbKOK MOBOI [0 MNPOTOKO/Y KAIHIYHOTO AO0CNiMKEHHS «BigkpuTte,
paH4oMi30BaHe, KOHTPO/IbOBaHe 3a A0MNOMOroK akTMBHOro npenapary kiiHiyHe gocnigxeHns [I/111 chasm ans
OUiHKM 6e3nekn, nepeHocMMocTi, edeKTMBHOCTI Ta (hapmakokiHeTukn MK-7655A y gaiteil BikoM Big
HapoykeHHA A0 18 pokiB 3 NiATBEpAKEHO0 abo Mig03pHBaHO rpaMHeraTMBHOI 6aKTepiasbHOK IH(EKL e,
koA pocnimkeHHsa MK-7655A-021, 3 iHkopriopoBaHoto nonpaskot 04 Big 30 BepecHs 2022 poky; CroHCop -
TOB Mepk LWapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)

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

2. OHOBNEeHHA po3giny 2.1.P.8. Jlocbe AocnigxyBaHoro nikapcbkoro saco6y PG20P, CPL500036 10 mg,
hard capsules PLACEBO, pesisia 3 Big 30.05.2023; 3miHa BuU3HA4eHOro TepMiHy NpPuUAATHOCTI
AocnipKyBaHOro nikapcbkoro 3acooy PG20P3 (CPL500036) 3 24 oo 31 micauA 40 NPOTOKO/Y KAiHIYHOro
pocnipxeHHsa «®aza ll, noggiiiHe cnine, paHgoMi3oBaHe, naauebo KOHTPO/IbOBaHe, Y NapasienbHNX rpynax,
OOCNiMKEHHST 3 METOI BMBYEHHA e(ekTUBHOCTI, 6e3neyHocTi Ta thapmakokiHeTkn CPL500036 (iHri6iTop
PDE10A) y naujieHTiB i3 rocTpoto ek3aLepbadieto Wn3odpeHii», ko gocnimpkeHHs 02PDE2019, sepcisa 3.2. Bif,
01 BepecHs 2022 poky; crnoHcop - Celon Pharma S.A., Monbwa

3asaBHUK - TOB «CT AKALEMISA», YkpaiHa

3. 3miHa BignoBiganbHOro gocnigHuka; 3miHa Ha3BM MicLA NPOBeAEHHSA K/iHIYHOro BUNpoG6yBaHHA [0
NPOTOKONY KNiHIMHOTO AocnimkeHHs «PaHgomizoBaHe, noagiiHe-cnine gocnimkeHHs Il pasn ans NopiBHSHHSA
NikyBaHHs1 nemoponizymadoom (MK-3475) y komGiHaUiT 3 npenapaTtamu ximioTepanii Ta nikyBaHHA nnauebo y
KOMOGiHauji 3 npenapatamy XximioTepanii y nauieHTiB 3 paHile HenikoBaHUM MiCLEeBO-PeELNANBYHOYNM
Heonepab6esibHUM abo MeTacTaTUYHUM MOTPINHO-HEraTUBHUM pakoMm MOJIOYHOI 3a103n (KEYNOTE-355)»,
kog, pocnimpkeHHs MK-3475-355, 3 iHkopriopoBaHoto norpaskoto 07 Big 17 yepBHa 2022 poky; cnoHcop - TOB
Mepk Wapn eHg doym, CLUA (Merck Sharp & Dohme LLC, USA)

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

BYNO CTA/O
LesBHsa C.I1. nikap MaujiwescbKa I.B.
BiHHMUbLKNI 0GNAacHUIA KNiHiYHWI OHKoMoOriyHuii | KomyHanbHe  HeKomepuiiiHe  NigNpPUEMCTBO
pucnaHcep, XxiMmioTepaneBTUYHE BiAAISIEHHSA, «MopinbCbKkuii perioHasibHUN LeHTP OHKONOTiT
M. BiHHMUS BiHHMLLKOI 06G/1aCHOT pagu», XimioTepaneBTnyHe
BiAfiNeHHs, M. BiHHMUA

4. OHOBIEHUIA NMPOTOKON KJiHIYHOro BUNpooyBaHHA SC-312A gocnigkKyBaHOro fliKapCbKOro 3acooy
CLUSTOID® Phleum pratense, Bepcia 3.1 Big 16.10.2023 poKy, aHrNiiCbKOO MOBOL); OHOBNEHWIA
CUHOMNCUC MPOTOKONY KAiHIYUHOro BuUNpooyBaHHA SC-312A pocnigkyBaHOro ikapCbKoro 3acooy
CLUSTOID® Phleum pratense, Bepcis 3.1 Big 16.10.2023 pokKy, YKpaiHCbKOIO MOBOIO; OHOB/1IEHE A0CbLE
pocnipkyBaHoro nikapcbkoro 3aco6y (IMPD) CLUSTOID® Phleum pratense Ta nnaue6o Big 22
BepecHs 2022 poKy [0 NPOTOKO/Y KIIHIYHOrO gocnimpkeHHa «®dasa -1l BunpobyBaHHA [/18 OLHKM
eheKkTMBHOCTI Ta 6e3nekn MigWKipHOT KacTepHol iMyHOTepanii y NayieHTiB, Wo cTpaxaalTb asiepriclo Ha
NUAoK Tpas», Kog aocnigpkeHHsa SC-312A, sepcia 1.0 Big 18.03.2022; cnoHcop - POKCAJT MegiuiH T'moX,
HimeuunHa

3asaBHuUK - POKCAJI/T Megiuin M'm6X, HimeuunHa

5. IHhopmauis gna yuacHukis Ta oopma 3rogm Ha yuacTtb, thiHanbHa Bepcis 4.0-UA(UK) Big 25 BepecHs
2023 yKpaiHCbKOI MOBOIO; IH(hopMaLia Ana yyacHukiB Ta popma 3rogm Ha yyacTtb, (hiHasibHa Bepcisa
4.0-UA(RU) Big, 25 BepecHA 2023 pocilicbkolo MOBOK [0 NPOTOKO/Y K/iHIYHOro AocnigxeHHss «FLOW —
BNAVB cemMarnyTuay B NOPIBHAHHI 3 Niaueb0 Ha piBeHb MOTipLEHHST PyHKLiT HAPOK Y XBOPUX Ha LyKPOBWIA
AiabeT TN 2 pa3om i3 XpoHIYHOI XBOPOOOK HMPOK», Ko pocnipkeHHs NN9535-4321, chiHanbHa Bepcis 4.0,
Big 11 nuctonaga 2020; cnoHcop - Novo Nordisk A/S, Denmark

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»



6. Bpowypa fAocnigHuka ComanauutaH (NNC0195-0092) aocnimpkeHHss NN8640 - paediuut ropMoHy
pocTy y giTeil Ta gopocnux, BugaHHa 14, coinanbHa Bepcis 1.0 Big 19 BepecHs 2023 poKy, aHI1iiCbKOK
MmoBoto; flogatok 1, «Nonclinical Study Tabulations» go Bpowypu JocnigHuka ComanauuTaH
(NNC0195-0092) aocnigxeHHsa NN8640 - gecdiuutT ropMOHy pOCTy y AiTell Ta 4OPOCAUX, BUgaHHaA 14,
chinanbHa Bepcis 1.0 Big 19 BepecHs 2023 poky, aHINiiCbKOIO MOBOIO; IHhopMaLia Ana yyacHUKa Ta
c¢hopma iHhopMmoBaHOI 3rogm Ha yyacTb AN 6aTtbkiB, hiHanbHa Bepcia 6.0-UA(UK) Big 27 BepecHsA
2023 p., yKkpaiHCcbKolo MoBoOlo; IHhopmaLia anAa yyacHuka Ta popma iHpopMoBaHOI 3roau Ha y4yacTb
Ansa 6aTtbkKiB, piHanbHa Bepcis 6.0-UA(RU) Big 27 BepecHs 2023 p., pociiicbKolo MoBoOLo; IHchopmauin
AN yyacHuka Ta popma iHhopmoBaHOI 3roau Ha yyacTb ansa giten 14-17 pokis, cpiHanbHa Bepcis 5.0-
UA(UK) Big 27 BepecHsa 2023 p., YKpaiHCbKOI MOBOLO; IHhopmaunia gnsa ydacHuka ta dopma
iHdhopMoBaHoOI 3rogu Ha yyacTb gna giten 14-17 pokis, cpiHanbHa Bepcia 5.0-UA(RU) Big 27 BepecHsA
2023 p., pocilicbkoto moBoto; IHthopmauis ans yyacHuka Ta popma iHpOpMOBaHOT 3rogu Ha y4yacTb
Ansa gitei 12-13 pokis, ciHanbHa Bepcia 5.0-UA(UK) Big 27 BepecHs 2023 p., yKpaiHCbKOIO MOBOIO;
IHchbopmauis gns yuacHuka Ta hopma iHhopMoBaHOi 3roamn Ha yyacTb Ans giteii 12-13 pokis, thiHasibHa
Bepcis 5.0-UA(RU) Big 27 BepecHs 2023 p., pociiicbkoto MoBOHO; IHhopmauis i hopma 3rogm Ha yyacTb
ANA NapTHEepPKN ydyacHUKa JOCIiIKEHHA Yy pasi nepebiry BaritTHoCTi 3 BiAXUW/IEHHAMU a60 HapPOAKEHHS
OUTUHU 3 MOPYLWEHHAM cTaHy 3A0poB's, iHanbHa Bepcia 3.0-UA(UK) Big 27 BepecHs 2023 p.,
YKpaiHCbKO MOBOIO; IHhopmauis i popma 3rogmn Ha yyacTb AN NAPTHEPKU YYaCcHUKaA JOCNIoKEeHHA Y
pasi nepebiry BariTHOCTi 3 BigXWJ1eHHAMN a60 HApPOMKEHHA OUTUHU 3 NMOPYLIEHHAM CTaHy 34,0pPOB'SA,
thinanbHa Bepcis 3.0-UA(RU) Big 27 BepecHA 2023 p., pocilicbkolo moBoto; IHchopmauif i hopma 3rogu
Ha yyacTb A/ nNapTHepa yyacHuui AOCNifKeHHA y pasi nepeodiry BariTHOCTi 3 BigXxuneHHaAMU a6o
HapOMKEHHA OUTUHU 3 NOPYLUEHHAM CTaHy 340poB'sA, thiHanbHa Bepcia 3.0-UA(UK) Big 27 BepecHs
2023 p., yKpaiHCbKOIO MoOBOW; IHhopmauisa i ¢hopma 3rogu Ha yyacTb A1 NapTHepa y4vacHULi
pocnipkeHHs y pasi nepediry BariTHOCTI 3 BiAXWNEHHAMU a60 HapPOMKEHHA AUTUHU 3 MNOPYLUEHHAM
cTaHy 3g0poB's, iHanbHa Bepcia 3.0-UA(RU) Big 27 BepecHsa 2023 p., pociiCbKOO MOBOIO;
Martepianu, aki MOXyTb 6YTU HafaHi nauieHTam gocnigpkeHHs: Cymka-xonogunbHuUK Bepcist v1.0 Big 26
BepecHsi 2023 poKy [0 NPOTOKOJY KAiHIYHOTO BUMPOOBYBaHHA «[JOCnimpKeHHA ed)eKTUBHOCTI Ta 6e3neku
3actocyBaHHA npenapaty ComanauuTtaH (Somapacitan) oanH pas Ha TWXAeHb Y NOPIBHAHHI 3 WOAEHHUM
3acTocyBaHHAM npenapaTy HoppgitponiH® (Norditropin®) y pgiteid 3 gediyutom TrOPMOHY pPOCTY», KOZA
pocnigpxeHHss NN8640-4263, sepcis 9.0 Big 19 rpyaHsa 2022 p.; cnoHcop - Novo Nordisk A/S (Denmark)
3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

7. IHchopmauia gna yyacHuka Ta @opma 3rogm Ha ydyacTb y gocnimkeHHi, iHanbHa Bepcia 4.0-UA(UK)
BiA 25 BepecHs 2023 p., yKpaiHCbKOI MOBOIO; IH(hopmauis ans yyacHuka Ta dopma 3rogm Ha yyacTb y
pocnipxeHHi, piHanbHa Bepcis 4.0-UA(RU) Big 25 BepecHsi 2023 p., pociiicbkolo MoBOLo; IHchopmauis
ANA yyacHuKa Ta Popma 3rogm Ha yyacTb y AOCAiIfKEHHi ANA napTHepa B AocNigKeHHi, piHanbHa
Bepcis 3.0-UA(UK) Big 25 BepecHs 2023 p., yKpalHCbKOIO MOBOIO; IHhopMauifa Ans yyacHuka ta dopma
3rogm Ha yyacTb Y AOCNiMKeHHI Ana napTHepa B AocnimkeHHi, piHanbHa Bepcia 3.0-UA(RU) Big 25
BepecHs 2023 p., POCiliCcbKOKO MOBOIO [0 NPOTOKO/Y KAiHIYHOTO JoCnigpKeHHs «PaHaomizoBaHe noggiiHe
cnine nnaLeb0-KOHTPONbOBaHe K/liHIYHE AO0C/iMKEHHS, WO BUBYAE e(PeKkTUBHICTL Ta 6e3neky 3acToCcyBaHHSA
nepopasibHOro cemarnyTuay y nauieHTiB i3 No4aTKOBO cTagieto xeopobu Anbureiimepa (EVOKE plus)», kog
pocnipxeHHs NN6535-4725, ciHanbHa Bepcia 10.0 Big 20 rpyaHa 2022 p.; cnoHcop - Novo Nordisk A/S,
Denmark

3asaBHUK - TOB «HoBo Hopgaick YkpaiHa»

8. bpouwypa focnigHuka ComanauutaH (NNC0195-0092) paocnimpkeHHss NN8640 - paediuut ropMoHy
pocTy y giTeil Ta gopocnux, BugaHHAa 14, coinanbHa Bepcis 1.0 Big 19 BepecHs 2023 poKy, aHI1iiCbKOK
MmoBoto; flogatok 1, «Nonclinical Study Tabulations» o Bpowypu JAocnigHuka ComanauuTaH
(NNC0195-0092) gocnigxeHHsa NN8640 - gecpiuuT ropMOHy pOCTy y AiTell Ta 4OPOCAUX, BUgaHHA 14,
cthiHanbHa Bepcisa 1.0 Big 19 BepecHA 2023 poKy, aHrNilicbKol MOBOLO; IHpopMaLis gns ydacHuka T1a
thopma iHchopmoBaHoOi 3rogu ana 6arbkiB (koroptu Il Ta lll), cpiHanbHa Bepcia 4.0-UA(UK) Big 27
BepecHs 2023 p., yKpalHCbKOIO MOBOIO; IH(hopMaLis ans yyacHuka Ta popma iHpopmoBaHoi 3rogu Ansa
6artbkiB (koroptu Il Ta lll), piHanbHa Bepcia 4.0-UA(RU) Big 27 BepecHs 2023 p., pOCiliCbKOI0 MOBOIO;
IHchopmaunia ana yuacHuka ta popma iHthopmoBaHoi 3rogu gnsa 6atbkiB (koropTa l) chiHanbHa Bepcis
7.0-UA(UK) Big 27 BepecHsa 2023 p., YKpaiHCbKOIO MOBOLO; IH(hopmauis gns ydyacHuka ta copma
iHcbopmoBaHoOi 3rogn ansa 6artbkiB (koropTta l) chiHanbHa Bepcia 7.0-UA(RU) Big 27 BepecHAa 2023 p.,
pociiicbkolo moBoto; IHthopmauis ans yyacHuka Ta ¢phopma iHpopmoBaHoOi 3roau ana pgitein 12-13
pokiB, (koropta I), chiHanbHa Bepcia 2.0-UA(UK) Big 27 BepecHs 2023 p., YKpPaiHCbKOIO MOBOIO;
IHhopMmauisa gna yvyacHuka Ta dopma iHchopmoBaHOi 3rogu gnsa giten 12-13 pokiB, (koropta ),
chinanbHa Bepcia 2.0-UA(RU) Big 27 BepecHs 2023 p., pocilicbkoto MOBoO1o; IHhopmauis aAns yyacHuka
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Ta dpopma iHchopMmoBaHoi 3rogu ansa giteid 12-13 pokis, (koroprta lll), piHanbHa Bepcia 5.0-UA(UK) Bipg,
27 BepecHs 2023 p., yKpailHCbKOIO MOBOIO; IHhopmauisa ansa yuacHuka Ta coopma iHhopmoBaHOi 3rogu
Ans piteii 12-13 pokis, (koropTa lll), chiHanbHa Bepcis 5.0-UA(RU) Big, 27 BepecHs 2023 p., pociiiCbKoLo
MoBolo; IHchopMmauis ans yuacHuka Ta popma iHhopmoBaHoi 3roau ans giteid Ta nignitkie 14-17 pokis,
(xoropta I), piHanbHa Bepcia 2.0-UA(UK) Big 27 BepecHa 2023 p., yKpaiHCbKOO MOBOO; IHopmaLis
ANA y4dacHuka T1a chopma iHcpopmoBaHOi 3roau ans gitel ta nignitkie 14-17 pokiB, (koropta I),
t¢hiHanbHa Bepcia 2.0-UA(RU) Big 27 BepecHs 2023 p., pocilicbkotlo MOBOO; IHhopmauis ans ydyacHuka
Ta hopma iHhopMoBaHoOi 3roau anA giteid Ta nignitkie 14-17 pokis, (koropTa lll), hiHanbHa Bepcis 5.0-
UA(UK) Big 27 BepecHs 2023 p., YKpaiHCbKOI MOBOLO; IHdhopmaunis gns ydacHuka ta dopma
iHcbopmoBaHoOi 3rogu gns pitei Ta nignitkie 14-17 pokis, (koropTta lll), hiHanbHa Bepcisa 5.0-UA(RU) Big,
27 BepecHA 2023 p., pocilicbkolo MOBO1O; IH(hopMmauia gna yuacHuka ta coopma iHhopmoBaHOI 3roaun
koropTa lll (AnA nauieHTiB AKi gocarnu 18 pokiB i 6inbwe), piHanbHa Bepcia 5.0-UA(UK) Big 27 BepecHs
2023 p., yKpalHCbKOIO MOBOO; IHchopmauisa ana yyacHuka ta popma iHhopmoBaHoi 3roau koropTa lil
(Ana nauieHTiB AKi gocarnu 18 pokis i 6inbLe), chiHanbHa Bepcia 5.0-UA(RU) Big 27 BepecHs 2023 p.,
pociiicbkoto moBoto; IHchopmauis i hopma 3roan Ha yyacTb A/1 NapTHepa yYacHULi AOCNigKEHHSA Y
pasi nepebiry BariTHOCTi 3 BigXU/IEHHAMN a60 HApPOMKEHHSA AUTUHU 3 MNOPYLIEHHSIM CTaHy 34,0pOB's,
thinanbHa Bepcisa 3.0-UA(UK) Big 27 BepecHs 2023 p., ykpaiHCbKOI0 MOBO1o; IHhopmadis i popma sroau
Ha yyacTb A/1s1 napTHepa yyacHuui AOCNifKeHHs Y pasi nepebiry BariTHOCTi 3 BigxuneHHsMU a6o
HapoOMKEeHHs1 AUTUHM 3 NMOPYLUEHHSIM CTaHy 340poB'a, piHanbHa Bepcia 3.0-UA(RU) Big, 27 BepecHA
2023 p., pociiicbkoo moBoto; IHchbopmauis i chopma 3rogm Ha y4yacTb A1 NMAPTHEPKU y4dacHUKA
[OCNiopKEeHHA y pasi nepediry BaritTHOCTi 3 BiAXW/IEHHAMM a60 HAPOMKEHHA AUTUHU 3 MOPYLUEHHAM
cTaHy 3aopoB's, diHanbHa Bepcia 3.0-UA(UK) Big 27 BepecHa 2023 p., YKpPaiHCbKO MOBOIO;
IHchopmaunia i chopma 3roam Ha yyacTb A1 NMApPTHEPKU ydyacHUKA AOCNiIMKEHHA y pasi nepeoéiry
BariTHOCTi 3 BiAXWNEHHAMM aG0 HapPOMPKEHHA AUTUHU 3 MOPYLUEHHAM CTaHy 3A0pOB'A, (hiHaNnbHa
Bepcisa 3.0-UA(RU) Big 27 BepecHA 2023 p., pociiicbkolo MoBoto; MaTepianu, siki MOXyTb 6YTU HapaHi
nauieHTam gocnigpkeHHA: CyMKa-xonoaunbHuK, Bepcis v1.0 Big 26 BepecHs 2023 poky [0 NpOTOKONY
KiHIYHOrO AocnimkeHHa «PaHgomizoBaHe, MixkHapoaHe, 3 aKTUBHM KOHTposeM, (BigkpuTe), (noAaBiliHe chine)
JocnimpkeHHs 3 nigéopy 403U B napasiesibHUX rpynax, 3 ouiHKU edpeKTUBHOCTI Ta 6e3neYHOCTi 3aCTOCYBaHHS
npenapaty NNC0195-0092 ouH pa3 Ha TWXAEHb Y MOPIBHAHHI 3 LWOAEHHUM 3aCTOCYBaHHSAM npenaparty
ropMoHy pocty (HopgaiTponiH® ®niekclpo) y giteit npenybepTaTHOro Biky 3 AediuuTOM ropMOHY POCTY, Y AKX
paHile He npoBoAMnaca Tepanis npenaparamMmu ropMoHy pocTy», kog, aocnigpkeHHss NN8640-4172, octatoyHa
Bepcisa 7.0 Big 12 BepecHs 2022 p.; cnoHcop - Novo Nordisk A/S, Denmark

3asaBHUK - TOB «HoBo Hopgaick YkpaiHa»

9. OHoBneHa Bpowypa AocnigHuka KoHumsyma6, npoekt NN7415, Femodhinia A ycknagHeHa aGo
HeycK/agHeHa iHri6itopamu go PV, Femodpinia B ycknagHeHa abo HeycknagHeHa iHriGiTopamu go
®dIX, BupaHHA 13, chiHanbHa Bepcia 1.0 Big 15 BepecHA 2023 p., aHrniicbkoro MoBOR; IHchopmavia ans
y4yacHuKa i Popma 3rogm Ha yuacTb 411 gopocnux, pinHanbHa Bepcis 7.0-UA(UK) Big 25-BepecHs-2023,
yKpalHCbKolo MOBOO; IHhopMaLisa ana ydacHuka i Popma 3roau Ha yyacTb Ana gopocnux iHanibHa,
Bepcia 7.0-UA(RU) Big 25-BepecHs-2023, pociiicbkolo MmoBoto; IHhopmauis ansa yyacHuka i Popma
3roau Ha y4yactTb Ans 6aTbkiB, diHanbHa Bepcis 7.0-UA(UK) Big 25-BepecHs-2023, yKpaiHCbKOIO
MoBoto; IHpopmauisa ana ydacHuka i dPopma 3roau Ha y4dacTb Ans GatbKiB, piHanbHa Bepcia 7.0-
UA(RU) Big 25-BepecHs-2023, pocilicbkoio MoBo1o; IHthopmauis gna yyacHuka ta dopma 3roau Ha
yyacTb y gocnimxkeHHi gna nignitkie (14-17 pokiB), chiHanbHa Bepcia 7.0-UA(UK) Big 25-BepecHsA-2023,
YKpaiHCbKOIO MOBOIO; IH(hopmauis gna yyacHuka ta dopma 3rogu Ha yvyactb y AOCAigKeHHi ans
nignitkie (14-17 pokiB), diHanbHa Bepcia 7.0-UA(RU) Big 25-BepecHs-2023, poOCiiCbKOO MOBOIO;
IHhopMmauia gns ydacHuka 1a dopma 3roguM Ha BUKOPUCTAHHS 3pasKiB KPOBi Ansi MaByTHix
pocnipkeHb, hiHanbHa Bepcia 7.0-UA(UK) Big 25-BepecHs-2023, ykpaiHCbKOO MOBOLO; IHhopmauis
ANA ydacHUKa Ta dopma 3roan Ha BUKOPUCTaHHSA 3pas3kiB KPOBi A8 MalGyTHIX JoCiAKeHb, piHa/IbHa
Bepcia 7.0-UA(RU) Big 25-BepecHs-2023, pocCilicbKOl0 MOBOIO [0 MPOTOKO/Y KAiHIYHOIO AOCAiAKEHHS
«EdpekTnBHICTb Ta 6e3neka npodinakTM4HOro 3actocyBaHHsa KoHLM3yMaoy y nauieHTiB 3 remodpisiiero A um b,
ycknagHeHoto iHribitopamu», kog gocnigxeHHs NN7415-4311, diHanbHa Bepcia 9.0 Big 27 BepesHa 2023;
crnoHcop - Novo Nordisk A/S (JaHis)

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

10. Bpouwypa AocnigHuka ComanayutaH (NNC0195-0092) pocnigpkxeHHA NN8640 - nediumMt ropmoHy
pocTy y gitel Ta gopocnux, BugaHHa 14, cpinHanbHa Bepcis 1.0 Big 19 BepecHs 2023 poKy, aHINiiCbKOIO
moBoto; fopatok 1, «Nonclinical Study Tabulations» go Bpowypu [ocnigHuka ComanauuTtaH
(NNC0195-0092) pgocnigxeHHa NN8640 - gechiuMtT ropMOHy pOCTy y AiTell Ta 4OPOCAUX, BUgaHHsa 14,
chinanbHa Bepcis 1.0 Big 19 BepecHs 2023 poky, aHIiicbKOIO MOBOIO; IH(hopMaLia Ans yuacHuKa Ta
thopma iHhopMoOBaHOI 3rogn Ha yyacTb (ana giteii 12-13 pokiB), octatouHa Bepcia 4.0-UA(UK) Big 26

3



BepecHs 2023 p., yKpaiHCbKOI MOBOIO; IH(hopmaLia ansa yyacHuka Ta cpopma iHpopMoBaHOT 3roaum Ha
yyacTtb (gna piteii 12-13 pokiB), octatouHa Bepcia 4.0-UA(RU) Big 26 BepecHs 2023 p., pocilicbKoto
MoBolo; IHthopmauis gnsa ydyacHuka Ta popma iHhopmoBaHOi 3rogmn Ha yydacTb (A0 giten 14-17 pokiB),
ocTtaTto4yHa Bepcis 4.0-UA(UK) Big 26 BepecHs 2023 p., yKpaiHCbKOO MOBOIO; IHhopMaLisi AN yyacHUKa
Ta chopma iHpopMOBaHOI 3roan Ha yyacTb (ansa piteii 14-17 pokiB), octatouHa Bepcifa 4.0-UA(RU) Big
26 BepecHs 2023 p., pociiicbkolo MOBOIO; IHhopmaLia ansa yyacHuka Ta popma iHhopmoBaHoi 3rogu
Ha y4yacTb (ana 6aTtbKiB), ocTatouHa Bepcia 9.0-UA(UK) Big, 26 BepecHs 2023 p., yKpaiHCbKOI MOBOIO;
IHhopMmauisa gna yyacHuka Ta oopma iHhopMoBaHOI 3roam Ha ydacTb (A5 6aTbKiB), oOCTaTO4Ha Bepcis
9.0-UA(RU) Big, 26 BepecHsa 2023 p., pociiicbKolo MoBOLo; IHchopmauif i chopma 3rogu Ha yyacTb s
NapTHeEPKM ydacHUKa [OCiAKEeHHA Yy pasi nepeodiry BariTHOCTI 3 BiAXWIEHHAMM a60 HapoOmKEeHHSA
ANTUHU 3 MNOPYLUEHHAM CTaHy 340poB'a, (iHanbHa Bepcia 3.0-UA(UK) Big 26 BepecHa 2023 p.,
YKpaiHCbKOIO MOBO1o; IHhopMauisa i hopma 3roan Ha ydyacTb A1 NAPTHEPKU yHaCHUKA AOCNIMKEHHSA Y
pasi nepebiry BariTHOCTi 3 BigXU/1IeHHAMU a60 HApPOMKEHHSA AUTUHU 3 NOPYLIEHHSIM CTaHy 34,0pOB's,
c¢hiHanbHa Bepcis 3.0-UA(RU) Big, 26 BepecHs 2023 p., pocilicbKoto moBoto; IHchopMmauif i hopma 3rogu
Ha y4yacTb AN NapTHepa y4yacHuLi AOCNifKeHHA y pasi nepeo6iry BariTHOCTI 3 BigxuneHHAMU abo
HapoMmKeHHA AUTUHM 3 MOPYLUEHHSAM CTaHy 340poB'a, diHanbHa Bepcisa 3.0-UA(UK) Big 26 BepecHs
2023 p., yKpaiHCbKOlO MOBOWO; IHopmauisa i chopma 3rogu Ha yyacTb AN NapTHepa y4vacHULi
pocnipkeHHA y pasi nepeodiry BariTHOCTi 3 BiAXWU/IEHHAMU a60 HapOMKEHHA AUTUHU 3 NOPYLUEHHAM
cTaHy 3po0poB's, ¢iHanbHa Bepcia 3.0-UA(RU) Big 26 BepecHA 2023 p., poOCiiiCbKOolO MOBOIO;
Martepianu, siki MOXXyTb 6yTW HaZaHi nayieHTam gocnigkeHHA: CyMKa-XxonogunbHuK, sepcis v1.0 Big 26
BepecHs 2023 poKy [0 NPOTOKO/Y KNiHIYHOTO BUNPOOYBaHHA «OCnimKeHHsT 3 nigbopy A03v ANnsl OLiHKK
edheKTMBHOCTI i 6e3nekn 3acTocyBaHHSA npenapaTty ComanauyuTtaH (somapacitan) oavH pas Ha TUXAEHb Y
MOPIBHSAHHI 3 3acTocyBaHHAM npenapaTy HopaitponiH® (Norditropin®) oguH pa3 Ha AeHb Y fAiTell i3 3aTPUMKOI0
pocTy, Wo 6yNn HapomKeHi MaIMMK ANSA recTauiiftHoro BiKy Ta He Ha3forHanum y 3pocCTi 40 BiKy 2 POKM Ta
cTaplue», kog pgocnimxkeHHs NN8640-4245, chiHanbHa Bepcia 10.0 Big 20 rpyaHa 2022 p.; cnoHcop - Novo
Nordisk A/S (Denmark)

3asBHUK - TOB «HoBo Hopgaick YkpaiHa»

11. Inchopmauis gns yyacHuka Ta dopma 3roam Ha yyacTb y flocnigKeHHi, piHanbHa Bepcia 4.0-UA(UK)
Bif, 25 BepecHs 2023 p., yKpaiHCbLKOIO MOBOIO; IHhopmauis Ana ydacHuka Ta dopma 3rogm Ha yyacTb Y
pocnipxeHHi, piHanbHa Bepcis 4.0-UA(RU) Big 25 BepecHs 2023 p., pociiicbkolo moBoto; IHchopmauis
ANA yyacHuKa Ta dopma 3rogu Ha yyacTb Yy AOC/iMKEHHi oNns napTtHepa B AOCigKeHHi, hiHanbHa
Bepcia 3.0-UA(UK) Big, 25 BepecHs 2023 p., yKpaiHCbKOIO MOBOIO; IHhopmauia ansa yyacHuka Ta dopma
3rogMm Ha yyacTb Y AOCNifKEHHI Ana napTHepa B AocnimkeHHi, piHanbHa Bepcia 3.0-UA(RU) Big 25
BepecHs1 2023 p., POCiliCbKO MOBOI [0 NPOTOKO/Y KNiHIYHOro AocnigkeHHs1 «PaHaomizoBaHe nofBiliHe
cnine nnauebo-KOHTPOIbOBaHe KNiHiYHE AO0CNIMKEHHS, WO BMUBYAE e(EKTUBHICTL Ta 6e3neky 3acToCyBaHHS
nepopasibHOro cemarnyTuay y nauieHTiB i3 No4aTKOBOK cTagieto xBopobu Anburelivepa (EVOKE)», kopg,
pocnipkeHHa NN6535-4730, ciHanbHa Bepcia 10.0 Big 20 rpygHa 2022 p.; cnoHcop - Novo Nordisk A/S,
Denmark

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

12. OHoBneHe [loCcbE [oCifKYBaHOIO NikapcbKoro 3aco6y Tpemenimymao (MEDI1123), Bepcis 2.0 Big,
yepBHA 2023p. A0 MNPOTOKONIB KAIHIYHUX OOCAiMpKeHb: «PaHaomizoBaHe, 6GaraToueHTpoBe, BiakpuTe,
nopiBHAMbHE gocnigxeHHs |ll dasn pna Bu3HAYeHHS edqIeKTMBHOCTI [ypBanymaby um kKoMGiHauji
[ypsanymaby i Tpemenimymaoy y KOMOGiHaLji 3 N1aTMHOBMICHOK XiMioTeparnieto y nepuiii AiHii NikyBaHHs
NauieHTiB 3 MOWWPEHNM AOPIOGHOKNITUHHUM pakom nerediB  (4PJ1) (KACHMIAH)», kop AOCAifKEHHs
D419QC00001, Bepcis 6.0 Big 16 ciuHa 2020 p.; «MixHapogHe, 6araToLeHTpoBe, paHA0Mi30BaHe, BigKpuTe,
NOpPIBHAIbHE A0CNiMKEHHS (ha3n 3 N0 BU3HAUYEHHIO ePeKTMBHOCTI [lypBasiymady um kombiHauii Jypsanymaoy
i Tpemenimymaoy i3 nnatMHOBMICHOK xiMioTepanieto Ana 1-i NiHii NikyBaHHA NauieHTIB 3 MeTacTaTtuyHUM
HeApiGHOKNITUHHUM pakoMm fereHis (HOKP/T) (POSEIDON)», kog, gocnigpkeHHs D419MC00004, sepcid 7.0 Big,
13 rpygHa 2022p.; «PaHaomizoBaHe, BigkpuTe, 6aratoueHTpoBe pocnigpkeHHs I dhasn Oypsanymaby Ta
Tpemenimymaody B AKOCTI NepLuoi JliHiT flikyBaHHA Mali€eHTIB 3 NOLWMPEHUM renaTtoueioNsapHUM pakom
(HIMALAYA)», kop, gocnimpkeHHA D419CC00002, sepcis 7 Bifg 22 BepecHs 2021 poky; cnoHcop - AstraZeneca
AB, Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

13. 3MiHa TpUBaJIOCTi K/iHIYHOro BUNPOOYBaHHA B CBIiTi Ta B YKpaiHi 3 31 rpyaHAa 2023 poky go 31
rpyaHs 2024 poky [0 NPOTOKOJY KNiHIYHOIo AocnifkeHHs «MikHapoaHe, 6araToLeHTpoBe, paHAoMi30BaHe,
BiAKpUTE, NOPIBHANbHE AOCAIMKEHHA (ha3n 3 No BM3HAYEHHIO eekTUBHOCTI AypBanymMady um KomoiHauil
Jypsanymaby i Tpemenimymaby i3 nnatMHOBMICHOK XxiMioTepanielo gnsa 1-i NiHii NikyBaHHA MalieHTiB 3
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MeTacTaTUUHUM  HeApiOHOKMITUHHUM  pakoMm nereHis  (HOKP/T) (POSEIDON)», ko — [OCNiAKEHHS
D419MC00004, sepcia 7.0 Big 13 rpyaHsa 2022p.; cnoHcop - AstraZeneca AB, Sweden
3asBHUK - TOB «ACTPA3EHEKA YKPAIHA»

14. Po3gin «fAkictb | Quality» [locbe gocnigKyBaHOro nikapcbkoro 3aco6y Ozanimod (RPC1063),
pepakuia 10.0 Big TpaBHA 2023 p. 4O NPOTOKO/IB KAIHIYHMX JOCHigpKeHb: «BigkpuTe, 6aratoueHTpoBe,
po3lmnpeHe JocnifgxeHHA ha3m 3 4NA BUBYEHHS nepopasibHoro 3actocysaHHAa RPC1063 B sKoCTi Tepanii y
nawieHTiB 3 NOMipHUM ab0 TSXKUM BMPA3KOBMM KONITOM», ko, gocnispkeHHss RPC01-3102, pepakuist 10.0 Bif,
10 cepnHa 2022 p.; «baratoueHTpoBe paHAOMi30BaHe, MNOABIAHO cnine, naauebo-KOHTPOIbOBaHe
pocnipkeHHs 1l dhasn 3 MeTOH0 OUiHKM O3aHIiMoAy A5 NpUiioMYy NepopasibHO NpK NPOBEAEHHI IHAYKLiAHOT
Tepanii naujieHTam i3 cepefHbOTSHKKMM abo TsXKMM nepebirom XBOpo6u KpoHa B akTMBHIN chopmi
(mocnimxeHHs Nel 3 ouiHKM iIHAYKLiAHOT Tepanii)», kog, gocnigpkeHHs RPC01-3201, pegakuis 6.0 Big 14 yepBHS
2021 p.; «baraToLeHTpoBe paHAOMi30BaHe, NOABIHO chine, nnaue60-KoHTpoNboBaHe gocnimkeHHs Il dhasu
3 MeTOl OLjiHKM O3aHiMogy Ans NpuiloMy nepopasibHO MpU NPOBeAEHHI IHAYKUINHOT Tepanii nauieHTam i3
CcepeaHbOTHXKKMM abo TsKkMM nepebirom xBopobu KpoHa B akTuBHIN doopMi (gocnigkeHHs No2 3 OLjiHKM
iHOYKUIHOT Tepanii)», kog gocnigpkeHHs RPCO01-3202, pegakuis 6.0 Big 14 uyepBHsa 2021 p.; «[opaTkoBe
GaraToueHTpoBe BigkpuTe gocnimpkeHHs |l ba3n 3 MeTo OLiHKM 03aHIMOAY AJ/18 NepopPasibHOro NPUAOMyY Npu
NiKyBaHHI MauieHTIB i3 CEpegHbOTSHKKMM abo TSHKKUM nepebirom xBopobu KpoHa B akTMBHIN (hOpMi», KoL
pocnigpxeHHs RPCO01-3204, Monpaska 6.0 Big 16 6epesHa 2023 p.; «baratoueHTpoBe paHAOMi30BaHe,
noABiHO cnine, naauebo-KOHTPObOBaHe AocrimkeHHs Il dasn 3 MeTow OuiHKM O3aHimomy [ans
nepopasibHOro NPUNOMy Npy NPOBEAEHHI NiATPMMYHYOT Tepanii nauieHTaMm i3 cepeHbOTSHKKUM ab0 TSHKKUM
nepeb6irom xBopo6u KpoHa B akTMBHI hopmi», kog gocnipkeHHss RPC01-3203, MNonpaska 6.0 Big 16 6epesHs
2023 p.; cnoHcop - «CengxeH IHTepHewHn Il, Capn» (Celgene International I, Sarl) («CIC Il»), LLBenuapis
3asaBHuK - TOBAPVCTBO 3 OBMEXXEHOHR BIAMNOBIJAJIBHICTIO «I11 EC A-YKPATHA»

15. OHOBNEeHUi i NPOTOKON KJliHiYHOro BunpoGyBaHHsa M20-259, Bepcia 3.0 Big 31 ciuHa 2023 poky;
IHhopmania ana naudieHtTa Ta iHpopMoBaHa 3roga Ha yyacTb Y HayKOBOMY AOChnigXeHHi Ta
HeoOOB’sI3KOBOMY AOCNIMKEHHI, Bepcia 4 ana YkpaiHn Big 04 yepBHA 2023 pokKy, YKpalHCLKOIO Ta
pocilicbkolo MoBamu; OHoOBneHuii pos3gin «AKicTb» [locbe [OCAiAKYBAHOro NiKapcbKoro 3acooy
PicaHkisayma6 (ABBV-066), Bepcia 2.0 H Big 16 nioTtoro 2023 poKy; BkioueHHA [0[aTKoBOro
[ocnipKyBaHOro fiikapcbkoro 3acoo6y: PicaHkisyma6 (ABBV-066), 600 mr/10 mn (60 mr/mn), KOHUEHTpaT
ANA NPUroTyBaHHA PO3UnHY ANA iHy3iid, y dnakoHax (BUpo6HuKu: Patheon Italia S.P.A, Itanis; SGS
Institut Fresenius GmbH, HimeuuunHa; AbbVie Deutschland GmbH & Co. KG, HimeuuunHa; AbbVie Inc.,
CLUA; A&M STABTEST GmbH, HimeuuuHa; SGS Analytics Switzerland AG, LLBeiiuapisa; Charles River
Laboratories Germany GmbH, HimeuuuHa; AbbVie Biotechnology, Ltd., MNyepTto-Piko); 3pasok
MapKyBaHHA A0CNiAKyBaHOro fiikapcbkoro 3aco6y PicaHkisyma6 (ABBV-066) 600 mr/10 mn (60 mr/mn),
KOHLIEHTpaT A/1A NPUroTyBaHHA PO3uuMHy Ansa iHdysiii y cdnakoHi, Bepcia Big 23 ciuHa 2023 poky
(BHYTpilLHE NaKyBaHHSA), YKPAiHCbKOK MOBOIO; 3pa3oK MapKyBaHHA AOCNiMKyBaHOro nikapcbKoro
3aco6y PicaHkisyma6 (ABBV-066) 600 mr/10 mn (60 Mr/m), KOHLEHTpAT AN NMPUroTyBaHHA PO3UUHY
Ans iHdysiii y conakoHi, Bepcis Big 23 ciuHa 2023 poky (30BHIlLHE NaKyBaHHSA), YKPAiHCbKOIO MOBOIO;
Po3gin «HAkictb» [locbe gocnimKyBaHOro nikapcbkoro 3aco6y PicaHkisaymao (ABBV-066), Bepcisa 1.0 G
Big 30 BepecHA 2022 poKy; BkilOUeHHA [0[ATKOBOrO AOCAIAKYBaHOINO JliKapCbKOro 3aco0y:
PicaHkisayma6 (ABBV-066), 180 wmr/1,2 mn (150 Mr/mn), po3uuMH AnA iH'€KUii y nonepegHbO
HanoBHeHOMYy wnpuui (BMpooHukn: AbbVie Deutschland GmbH & Co. KG, HimeuuunHa; AbbVie Inc.,
CLUA; AbbVie Bioresearch Center, CLUA; A&M STABTEST Labor fiir Analytik und Stabilitatsprifung
GmbH, HimeuuuHa; Charles River Laboratories Germany GmbH, HimeuuuHa; SGS Institut Fresenius
GmbH, HimeuuuHa; Labor LS SE & Co. KG, HimeuuuHa); 3pa3oKk MapKyBaHHS [O0CNIigKYyBaHOro
nikapcbkoro 3aco6y PicaHkisyma6 (ABBV-066), 180 mr/1,2 mn (150 mr/mn), po3unH pns iH’ekuiii y
nonepegHLO HanMnoBHEHOMY wWnNpuli, Bepcia Big 20 nwoToro 2023 poKy (BHYTPIWHE NakKyBaHHA),
YKpaiHCbKOIO MOBOI; 3pa3oK MapKyBaHHSl AOCNiMKYBaHOro JikapcbkKoro 3acooy PicaHkisymao
(ABBV-066), 180 mr/1,2 mn (150 mr/mn), po3uuH Ans iH’eKUiii y nonepegHb0 HANMOBHEHOMY LUMPUL,
Bepcis Big 20 notoro 2023 poky (30BHIWWHE NaKyBaHHA), YKPaiHCbKOK MOBOIO 10 MPOTOKOJY KMiHIYHOIO
JocnipkeHHs «baratoueHTpoBe paHAoMi3oBaHe A0C/imKeHHA 3 dhasn, WO NpoBOAMTLCA Y CrinoMy Ans
OujiHIOBaYa e(peKTMBHOCTI pexunmi 3 METOH BUBYEHHSA picaHKi3ymMaly Yy MOpPIBHAHHI 3 yCTeKiHymMaboMm npu
NiKyBaHHI AOPOCANX NaLIEHTIB i3 XBOPO60H KpoHa cepeiHbOBaXKKOrO UM BaXKKOr0 CTYMEHK TSHKKOCTI, /151 SIKUX
Tepanis npenapaTtamu, L0 NPUrHIYYIOTb aKTUBHICTb (DAKTOPY HEKPO3Y NYX/IMHW, BUSIBUMACh HEE(DEKTUBHOHD»,
Koa gocnimkeHHa M20-259, sepcist 2.0 Big 28 BepecHsi 2021 poky; cnoHcop - «E66BI IHk», CLUA / AbbVie Inc.,
USA

3asBHuUK - E66BI BiodhapmachtoTikan3 MM6X, LLseiilapis



