Aopatok 1

«Mepenik cyTTEBMX MONpaBoOK A0 MPOTOKONIB K/iHIYHUX BUNPOOGYBaHb, PO3IMIAHYTUX Ha 3acifaHHi
HTP Ne 16 Big 02.05.2024, Ha siKi 6y oTPpUMaHi NO3UTUBHI BUCHOBKUN €KCNEpPTiB»

1. OHoBneHuii npotokon 3 Monpaskoiw 4 Big 14.11.2023 p.; IHchopmauisa ana nauieHta Ta Popma
iHcpopmoBaHOi 3roau — MpoTtokon 73841937NSC3003, Bepcis 10.0 ykpaiHCLKOIO MOBOIO A1 YKpalHu
Big 26.02.2024 p.; IHdopmauia ana naudieHta Ta dopma iHopmoBaHoi 3rogu - [potokon
73841937NSC3003, Bepcia 10.0 pocificbkolo MOBOK A58 YKpaiHu Big 26.02.2024 p.; Popma
BigKNIMKaHHA iHhopMmoBaHoi 3roau — MpoTtokon 73841937NSC3003, Bepcia 3.0 yKpaiHCbKOIO MOBOIO
Ana  YkpaiHm Big 22.02.2024 p.; dopma BigknukaHHA iHdopmoBaHoOi 3rogu - [poTokon
73841937NSC3003, Bepcis 3.0 pocilicbKolo MOBOIO ANsl YKpaiHu Big 22.02.2024 p.; OHoBneHuii mogynb
3: AxicTtb focbe aocnimgKyBaHOro nikapcbkoro 3acooy AmiBaHTama6 (JNJ-61186372), Bif XXOBTHA
2023 poky; BkntoueHHs hopMu NikapcbKoro 3acooy, Lo BUKOPUCTOBYETLCS AIK Npenapar NopiBHAHHSA,
OcumepTuHi6, Osimertinib, Tarpicco, Tagrisso, TabneTku, BKpUTi 060n10HKO, 40 mr; Fisher Clinical
Services, CLUA; Fisher Clinical Services GmbH, LlBeiiyapisa; Catalent Pharma Solutions LLC, CLUA;
Catalent Germany Schorndorf GmbH, HimeuuunHa; Janssen Pharmaceutica NV, benbrisi; BkntoueHHA
cthopmu nikapcbKoro 3aco6y, WO BUKOPUCTOBYETLCA AK MNpenapar NOpPIBHAHHA, OCUMEPTUHIO,
Osimertinib, Tarpicco, Tagrisso, Ta6neTku, BKpUTi 06onoHkoto, 80 mr; Fisher Clinical Services, CLUA;
Fisher Clinical Services GmbH, LLiBeiiyapis; Catalent Pharma Solutions LLC, CLUA; Catalent Germany
Schorndorf GmbH, HimeuuuHa; Janssen Pharmaceutica NV, bBenbrifa; CnpoleHe [oOCbe
[OCNioKYBAHOrO J1iKAPCbKOro 3acoby OcMmMepTrHIO, TaGneTKn, BKpUTi 060/10HKO0, 40 mr Ta 80 wmr, Big,
26.06.2023; 3pa3oK MapKyBaHHA OcumMepTuHI6, 80 mr, TaGneTkn, BKpUTi 06OJIOHKO, Bepcia 1
YKpaiHCbKolo MoBow Big, 31.08.2023; 3pa3ok MapKyBaHHA OcumepTuHio 40 mr, TaGneTkn, BKPUTI
0060/1I0HKOIO, Bepcis 2 yKpalHCbKOlo MOBOK Bifg 04.09.2023; 3miHa BignoBiganbHOro gocnigHuka y
MMB; MpoaoBXeHHs TepMiHY NpoBeAeHHs KNiHiYHOro BUNpo6yBaHHA A0 15.12.2027 B YKpaiHi Ta CBITi
[0 MNpPOTOKONY KMIHIYHOTO BUMNPOOGYBaHHA «PaHAoMizoBaHe KfiHiyHe pochigpkeHHs ®as3m 3 koMOiHOBaHOT
Tepanii AMiBaHTamMa60Mm Ta JlaszepTiHiGOM y NOPIBHAHHI 3 OCMMepPTUHIGOM Ta Y NOPIBHAHHI 3 JTaszepTiHiOOM K
nepLlot MiHii Tepanii y nauieHTiB 3 MicueBo-nowmpeHnMm abo mMeTacTaTUYHUM HeApPiGHOKNITUHHUM pakoMm
nereHb 3 MyTauiel0 peLenTopis enigepmasibHoro gpaktopa pocty (EGFR-myTtauieto)», Kogn OOCNIOKEHHSA
73841937NSC3003, 3 Monpaekoto 3 Big 22.08.2022 p.; cnoHcop - « AHCCEH ®APMALLEBTUKA HB>», Benbris
3adaBHUK - «AHCCEH ®APMALIEBTUKA HB», Benbris

BYNO CTANIO0

| A.M.H., npodh. MoTLKO €.C. | nikap roreko I.1O. N '
KomyHasibHe HekomepLyjliHe nianpuemcteo | KOMyHanbHe HEKOMEepLIMHe NIANPUEMCTBO
«LleHTpanbHa  Micbka  KiHiuHa  fiikapHs» | <HEHTpabHA  MiCbka  KiHIMHA  JlIKapHS»
YXKFOPOACHKOi  MiCbkOi  pagu,  TepaneBTuuHe | Y’KTOPOACLKOT  MICbKOT  paju, — TepanesTuuHe
BiAAINEHHS, [lepXaBHUii BULLMIT HaBYabHNI 3aknag, | BIAAIEHHS, [lepaBHuil BULYNA HaBYaIbHNI 3aknaj
«YXTOPOACHKMA  HALOHANbHMA  yHiBepcuTET», | <YKTOPOACHKMA  HaLiOHanbHMii  yHiBepcuTeT»,
kadpegpa oHkonorii Ta pagionorii  dpakynbTety | KaP€APA OHKONOTIi Ta  pagionorii - pakynLTeTy
NiCNAAMNIOMHOI  OCBITM Ta  JoyHiBepcuTeTchbkoi | MIC/AAMNIOMHOL  OCBITM  Ta  OYHIBEPCUTETCHKOI
NifroTOBKW, M. Y)Xropog, NiAroTOBKKY, M. YXXropog,

2. OHoBneHa bpolulypa gocnigHuka anAa nikapcbKoro 3acody edvtunarimop anbcha, Bepcia 11 Bipg,
15 noTtoro 2024 poky; OHoBneHa Bpowypa gocnigHuka gns nikapcbkoro 3aco6y Memoponizymao,
BuAaHHA 24 Big 08 nuctonaga 2023 poky [0 NPOTOKOY K/iHIYHOro gocnigxkeHHsa «TACTI-002 (Two ACTive
Immunotherapeutics): baratoueHTpoBe, BigkpuTe A0CNimKeHHs da3mn Il y nauieHTiB 3 paHiwe HenikoBaHUM
HeonepabenbHMM abo MeTacTaTMyHUM HepPiGHOKNITUHHUM pakoM niereHi (HAP/T), a6o peumamsyounm PD-X
pechpaktepHum HAOP/, abo peunanBytouMm 4 MeTacTaTUYHUM MAOCKOKAITUHHUM pakoM rosioBU Ta LUUT
(MPTLW), Aki OTPMMYIOTb PO34YMHHWI PeKOMbiHaHTHUIA 6Ginok LAG-3 edptunarimog anbda (IMP321) y
KoMbiHauii 3 nembponisymabom (aHTaroHicT PD-1)», kog, gocnimkeHHs TACTI-002, sepcisa 5.0 dpiHanbHa, Bif
18 cepnHa 2023 poky; cnoHcop - Immutep S.A.S., ®paHuis

3asBHUK - TOB «®OPTPIA AEBE/IONMMEHT YKPAIHA»

3. OHOB/E€HNI NPOTOKON KNiHiYHOro Bunpo6yBaHHA MK-1242-035, 3 iHKopnopoBaHow nonpaskoto 03
Big 25 ciuHA 2024 poKy, aHrnilicbkoo MoBol; Bpowypa pocnigHuka Bepiuiryar (MK-1242/BAY
1021189), BuagaHHA 14 Big 19 rpyaHsa 2023 poKy, aHrilicbkolo MoBo; MK1242-035_306paxeHHs1 Ha
€/IeKTPOHHUX LWoAeHHUKax ans nauieHta (Instrument Screenshots; EQ-5D-5L; KCCQ; Standard
Application Screenshots; Version History), Bepcis 2.0 Big, 18 ciuHA 2024 poKy, YKPaiHCbKOIO MOBOIO;



OHoBneHuit po3gin «2.3.S. DRUG SUBSTANCE», gocbe pAocnigKyBaHOro nikapcbKoro 3sacooy
MK-1242, VERICIGUAT, Bepcisa 08HHGF Big 19 ciuHa 2024 p., aHrniiicbkoto MoBO; OHOBMEeHUii po3gin
«2.3.P. DRUG PRODUCT PLACEBO», pocbe pocnigkyBaHoro Jikapcbkoro 3acodoy MK-1242,
VERICIGUAT, Bepcia 08HHGF Big 19 ciuHsa 2024 p., aHrnificbkoo moBoto; OHOB/IeHWIT po3ain «2.6.4
PHARMACOKINETICS WRITTEN SUMMARY», AOCb€E [OCNiIfKYBaHOro JlikapcbKoro sacooy MK-1242,
VERICIGUAT, Bepcisa 08FSQZ, Big 30 0BTHA 2023 pOKy, aHrNilicbkoo MoBOK; OHOBNEeHuii po3gin
«2.6.6 TOXICOLOGY WRITTEN SUMMARY», Bocbe fOC/igKyBaHOro nikapcbkoro 3acody MK-1242,
VERICIGUAT, Bepcisa 088Z22Z, Big 04 kBiTHA 2023 pOKy, aHINiliCbKOIO MOBOI [0 NPOTOKOJTY KAIHIYHOTO
AocnimpkeHHs1 «PaHaomizoBaHe niauebo-KOHTPo/IboBaHe 6a3oBe KiiHivYHe gocnimkeHHs |l da3n ans oujiHkm
edpekTnBHOCTI Ta 6e3nekn Bepiyiryaty | MK-1242, ctumynsTopa po34MHHOI ryaHinaTumkiasn, y 4opocnnx 3
XPOHIYHOIO CEepLEBOID HEAOCTATHICTIO 3i 3HWKEHOI (hpakuieto BUKuay», kog gocnipkeHHs MK-1242-035, 3
iHKopropoBaHoto nonpaskoto 02 Big 01 cepriHa 2022 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck
Sharp & Dohme LLC, USA)

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

4. 3MiHa Ha3B MicLb NPOBEAEHHA K/iHIYHOro BUNPOOYBaHHA [0 MPOTOKO/Y KMiHIYHOTO AOCHIOXEHHS
«BbaraToueHTpoBe, paHAOMi30BaHe, NOABIHE Crine, KOHTPO/IbOBaHE 3a AOMOMOrOK akTMBHOIO npenapary
KniHiyHe gocnipkerHs Il dasm gna ouiHkn 6e3nekn Ta edeKTUBHOCTI neHBaTuHIoy (E7080/MK-7902) 3
nemb6ponisyma6om (MK-3475) y noegHaHHi 3 TpaHcapTepiasibHo ximioembonisauieto (TACE) NopiBHAHO 3
nposeAeHHsAM Tinbku TACE y yvacHukiB 3 HEBWNIKOBHOK [/ HeMeTacTaTUYHOK renaTouentosisipHO
KapumHomoto (LEAP-012)», kog pocnimkeHHs MK-7902-012, 3 iHkoprnopoBaHow nonpaBkoo 05 Bif,
28 nuctonaga 2022 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)
3asiBHUK - TOBaApUCTBO 3 06MEXEHOH0 BignoBigasbHICTIO «MC/ YkpaiHa»

BYNO

CTAJIO

K.M.H. ['pedixiH .B.
AepxaBHa yctaHoBa «lHCTUTYT MeAUYHOI
paagionorii im. C.MN. purop’eBa HauioHanbHOI

K.M.H. 'peyixiH I".B.
AJepxaBHa ycTtaHoBa «lHCTUTYT MegUYHOI
pagionorii Ta oHkosorii im. C.MN. Fpurop’eBa

akagemii MeAUUYHUX HayK YKpaiHu», BigfineHHs | HauioHanbHOi  akagemii  MeAWYHUX  HayK
OHKOJOTIYHOT Xipyprii, M. Xapkis YKpaiHu», BiggiNeHHAa  OHKOJIOrYHOT  Xipypril,
M. XapkiB

nikap 3y6ékos O.0.

JepxaBHa ycTtaHoBa «HauiOHa/lbHUIA iHCTUTYT
xipyprit Ta TpaHcnaaHTonorii
im. 0.0. WanimoBa» HauioHanbHOT akagemil
MeAUUYHUX HayK YKpaiHu, BigfifleHHs OHKOAOriT,
M. Kunis

3aB. BigaineHHa 3y6kos O.0.

JepxaBHa ycTtaHoBa «HauioHanbHWiA HaykoBuii
LeHTp xipyprit Ta TpaHcnaaHTonorii
iMmeHi O.0. LWanimoBa HauioHanbHOI akagemii
MeAMUYHUX HayK YKpaiHw», BiafdineHHs OHKONOril,
M. KniB

5. OHOB/IEHUI NPOTOKO/ K/liHiUHOrO BUNpo6yBaHHA MK-6482-005 3 iHkopnopoBaHOK nonpaBkoto 08
Big 19 G6epe3Hsa 2024 poKy, aHIMINCbLKOD MOBOK [0 MPOTOKO/Y KAIHIYHOTO A0CnimKeHHs «Bigkpute,
paHgomizoBaHe pocnigpkeHHsa 3 ¢asu npenapaty MK-6482 B nopiBHAHHI 3 npenapatom eBeponimyc y
YUYaCHMKIB 3 NOLUNPEHNM HUPKOBO-KAITMHHMM PakoM, SIKWii nporpecysas nicns nonepeaHsoi PD-1/L1 ta VEGF-
TapreTHoi Tepanii», kog gocnimkeHHs MK-6482-005, 3 iHkoprnopoBaHot nonpaskoto 06 Big 13 nunHa 2022
poky; cnoHcop - TOB Mepk LWapn eHg Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHMK - TOBApMCTBO 3 06MEXEHOI BiAMOBIfaUIbHICTIO «MC/[], YkpaiHa»

6. Bpowypa gocnigHuka, Wilate, 22 Big 20 notoro 2024 poKy [0 NPOTOKO/Y KAiHIYHOrO AOCAIAKEHHS
«KniHiuHe gocnimkeHHA ONs OUiHKM edIEKTMBHOCTI, dhapMakOKIHETUKM, iIMYHOTEeHHOCTI Ta 06e3neyHocTi
npenapaTty Binare (Wilate) y nauieHTiB BikOM A0 6 poOKiB i3 BaXKol (popmoo XBopoomu BinnebpaHga», kog,
pocnipkeHHs WIL-33, Bepcia 03 Big 05 rpygHa 2022 p.; cnoHcop - Octapharma Pharmazeutika
Produktionsges.m.b.H., Austria

3asBHUK - TOB «CiHeoc Xenc YkpaiHa»

7. 3miHa BignoBiganbHOro focigHuKa B Micui NpoBeAeHHA BUNPOOYBaHHS 10 NPOTOKO/Y KNiHIYHOro
JocnipkeHHs «baraToueHTpoBe, paHAoMi3oBaHe, noAgiiHe crine, naauebo-KOHTPOIbOBaHEe AO0CAIAKEHHS
hasm 3 pgna ouiHkM edpekTMBHOCTI Ta 6e3neyHOCTi NiALWKIPHOrO BBEAEHHS aHipposymady Lopocnum
nauieHTamMm 3 CUCTEMHUM YEPBOHMM BOBYaKOM», koA, AocnimpkeHHss D3465C00001, sepcisa 4.0 Big 14 yepBHs
2023 poky; cnoHcop - AstraZeneca AB, Sweden

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



BY/O

CTAO

| 3aB. Big. leTmaHeub O.B. |

KomyHanbHe nignprnemctBo «KpuBopisbka MiCcbka
KNiHiyHa nikapHa Ne2» KprBOPI3bKOT MiCbKOT paaum,
cn «MicbKnit KapgionoriyHumi LEHTP>»,
peBmarosoriyHe BiggineHHs, M. Kpusuid Pir

3aB. Big. lWenTtyxa O.4.

KomyHanbHe nignpuemctBo «KpuBopisbka Micbka
KniHiyHa nikapHA Ne2» KpuBopi3bKoi MiCbKOI paau,
CTpyKTypHUWiA nigpo3ain «Micbkuil kapAionoriyHunii
LEHTP», peBMaTos1oriyHe BigaineHHs, M. Kpusnii Pir

8. 3anyueHHs o kniHivHoro Bunpo6ysaHHA D6972C00003 opraHisauii, ika 6yae BignosigaTtyu 3a MUTHe
od)opMNIeHHA, NOriCTUKY Ta 306epiraHHA [OCAiAKyBaHOro nikapcbkoro 3acody: TOB «AlFEHUIA
«C.M.O.-YKPAIHA» [0 NpoTOKO/y KMiHIYHOTO [OCMiMKEHHs «PaHgomisoBaHe, MnojgiiiHe crine, akTMBHO
KOHTPO/IbOBaHe AOoCNimkeHHs dhasn 3 415 OLiHKM eDEKTUBHOCTI, 6e3nekn Ta nepeHocmocTi BakcgpocTaTty B
koMbGiHauii 3 Janarnich/io3MHOM y MOPIBHSHHI 3 MOHOTepanieto Janarnic/io3nHOM LWOAO MPOorpecyBaHHs
XPOHIYHOT XBOPO6U HMPOK (XXH) y ydyacHuKIB i3 XXH Ta BMCOKMM KPOB'SHUM TUCKOM>», KOA, AOCAIMKEHHS
D6972C00003, Bepcisi 3.0 Big 15 6epesHs 2024 poky; cnoHcop - AstraZeneca AB, Sweden

3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

9. bpowypa pgocnigHuka Topunanimady (JS001/TAB001), sepcia 8.0 Big 01 niotoro 2024 poky,
aHrNiNCbKOK MOBOIO; 3MiHA Ha3BU MicUA MPOBeAeHHs1 BUMPOOYBaHHA A0 MNPOTOKO/Y K/IiHIYHOrO
JocnigpkeHHs «lMpocnekTnBHe, paH4oMi30BaHe, Miaueb0-KOHTPO/IbOBaHe, NOABIHE crine, 6araToLeHTPOBE,
peecTpauiiHe KniHiyHe pocnimxeHHs dasm Il gna nopiBHAHHA Topunanimady (JS001) y noegHaHHi 3
NeHBaTMHIGOM Ta nnauebo y MoefHaHHI 3 fieHBaTMHIOOM Sk Tepanii 1-i fiHIT nNpy  NownpeHii
renatouesntonapHii kapumHomi (FLK)», kog gocnimkeHHs JS001-027-11I-HCC, sepcisa 2.0 Big 08 nuctonaga
2022 poky; cnoHcop - Shanghai Junshi Biosciences Co., Ltd, China

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

BYNO CTANO

nikap 3y6kos O.O. nikap 3y6kos O.0.

AepxaBHa ycTtaHoBa «HauiOHa/IbHUIA iHCTUTYT
xipyprii Ta TpaHcnnaHTonorii
im. 0.0. LWanimoBa» HauioHanbHOI akagemii
MeAUUYHUX HayK YKpaiHw, BigfineHHs OHKOJOTii,

[epxaBHa yctaHoBa «HauioHa/ibHUiA HayKOBUiA
LeHTp xipyprii Ta TpaHcnaaHTosorii
imeHi O.0. WanimoBa HauioHanbHOI akagemii
MeAVUYHUX HayK YKpaiHu», BigAineHHA OHKOAOrii,

M. KniB M. KniB

10. OHoBAneHnii MpoTokon KniHiuHoro gocnigpkeHHa RPC01-3203, NMonpaska 7.0 Big 06 notoro 2024 p.;
CHHOMNCUC OHOBJIEHOIO NPOTOKOJY KiiHiYHOro gocnigkeHHsa RPC01-3203 srigHo 3 MonpaBkoto 7.0,
ocTaTtoyHa pegakuif Big 06 notoro 2024 p., nepeknaz 3 aHrNiicbKoi MOBU Ha YKpaiHCbKYy MOBY Bif
27 6epes3Hsa 2024 p.; IHhopmauis gna nauieHTa Ta oopma iH(hopmMOBaHOI 3rogn, octaTouHa pegakuis
9.0 ansa YkpaiHu Big 19 Gepe3HAa 2024 p., ocTaTOUHMIA Nepeknag 3 aHriiCcbKOi MOBU Ha YKpaiHCbKY
MOBY Bif 26 Gepe3Hs 2024 p., ocTaTOYHWUII Nepeknaf 3 aHrNificbKOi MOBU Ha POCiliCbKy MOBY Bif,
26 6epe3HA 2024 p. A0 NPOTOKONY KNiHIYHOrO AoCNigpKeHHs «baraToueHTpoBe paHAoMi30BaHe, NoABiliHO
cnine, nnauebo-KOHTpoNboBaHe focnimkeHHs Il a3 3 MeTol OUiHKM o3aHiMoay /19 nepopasibHOro
npuiiomMy MpU NPOBEAEHHI MIATPMMYKYOT Tepanii naujieHTam i3 cepefHbOTSKKMM abo TSHKKMM nepebirom
XBOpOo6u KpoHa B akTuBHIlA thopmix», kog gocnimkeHHs RPC01-3203, Monpaska 6.0 Big 16 6epesHsa 2023 p.;
cnoHcop - «CengxeH IHTepHelwHn || Capnx» (Celgene International 1l Sarl), LLBeliyapis

3asBHIK - TOBAPUCTBO 3 OEMEXEHOIO BIAMNOBIAANBHICTHO «Il EC AN-YKPAIHA»

11. OHoBneHa Bpowypa pocnigHuka 3 npenapaty OpenabpyTuHio (ICP-022), Bepcia 10.0B Bipg
05 niwTtoro 2024 p., aHrnilicbkolo MoBow; IHchopmauiliHMii NUCTOK AnA nagieHTa Ta dpopma
iHbopmoBaHOi 3roau aHrNiicbKOlO MOBOK AnA YKpaiHu, Bepcisa 4.0 Big 20 Gepe3HA 2024 poky;
IHhbopmauiiiHuiA NMCTOK ANnA nauieHTa Ta cpopma iHPOPMOBaHOI 3roAau aHrilicbKolw MOBOK A
YkpaiHu, Bepcia 4.0 Big 20 6epe3Hsa 2024 poky. MNMepeknageHO YKpaAiHCLKOIO MOBOIO A/l YKpaiHu
26 6epe3Ha 2024 poKy [0 NPOTOKO/Y KNiHIYHOrO AocnifmkeHHs «baraToueHTpoBe BioKpUTE LOCAIIKEHHSA
thasn /Il 3 BUBYEHHS HOBOrO iHriGiTopa TUPO3UHKIHA3W BbpyToHa — openaGépyTUHIGY B naujieHTiB i3 B-
KNITUHHUMW 3/105KICHUMW HOBOYTBOPEHHAMU», KoL, focnimkeHHs ICP-CL-00107, sepcia 5.0 Big 30 nuctonaga
2021 poky; cnoHcop - «IHHOoKep ®apma IHK.» (InnoCare Pharma Inc.), CLUA

3asBHUK - TOB «®OPTPIA AEBE/IONMMEHT YKPAIHA»



12. OHoBneHwuit MpoTokon KniHiuHoro gocnigkeHHAa Debio 1450-BJI-205, octatouHa pegakuis 12.0 3
iHTerpoBaHoto Monpaskoto 9 Bifg, 28 nuctonaga 2023 p.; CMHONCUC OHOB/IEHOIO NMPOTOKONY KJliHIYHOro
pocnipkeHHsa Debio 1450-BJI-205, ocTtaTouHa pegakuis 12.0 3 iHTerpoBaHoio lMonpaBkow 9 Bif
28 nuctonaga 2023 p., nepeknag 3 aHrNificbKoi MOBM Ha yKpaiHCbKy MOBY Bif 11 Gepe3Hs 2024 p.;
IHchopmauiiiHuiA nucToK NauieHTa Ta oopma iHhopMOBaHOI 3roAn Ha y4acTb Yy HAyKOBOMY K/liHIUHOMY
[OocnipKeHHi, ocTaTtouHa pegakuia 2.0 ana YkpaiHu Big, 15 6epe3Ha 2024 p., octaTtouHMii nepeknag, 3
aHrNiNCbKOI MOBU Ha YKpalHCbKY MOBY Bif, 29 6epe3Ha 2024 p., oCTaTOUHWIA nepeknag 3 aHrNnificbKoi
MOBU Ha POCIACbKY MOBY Big 29 6epe3Hs 2024 p.; flocbe [OCNiAKYBaHOIO JlikapcbKoro 3aco6y (IMPD):
Po3sain «[laHi 3 AakocTi AcpadGiuuH (Debio 1450) 160 mr nopoLoK AN po3unHy ans iHdysiii | Quality Data
Afabicin 160 mg powder for concentrate for solution for infusion», pepakuia 6 Big GepesHs
2024 p.; Jocbe gocnigxyBaHoro nikapcbkoro 3aco6y (IMPD): Po3gin «[laHi 3 sikocTi AcadiyuH (Debio
1450) 80, 120 Ta 240 mr Ta6neTKN, BKpUTi NNiBKOBOIO 060/10HKOM0 | Quality Data Afabicin 80, 120 and 240
mg Film-Coated Tablets», pepakuis 9 Big 6epe3Ha 2024 p.; JoAaHHA HOBOI BUPOGHMYOT AiNAHKU
AdpaGiunny (Debio 1450) 160 Mr NOpoLIOK ANA PO3UnHY Ana iHdysin: «LSNE, a PCI Pharma Services
Company», Madison, CLUA; JogaHHA afibTEPHATMBHUX BUPOOGHMUYUNX AinsiHOK AcabiunHy (Debio 1450)
160 mMr MOpOLUOK ANsi po3UnHy Ans iHdysin Ta AcaGiuuH (Debio 1450) 80, 120 ta 240 Mr Ta6/eTKM,
BKpUTi nniBkoBoro 060n0HKow: «Fisher Clinical Services GmbH», Weil am Rhein, HimeuunHa Ta
«Fisher Clinical Services GmbH», Rheinfelden, HimeuunHa; 3pa3ku eTUKeTOK A4 (ps1akoHY Ta KOPOOKU
pocnigxyBaHoro nikapcbkoro 3aco6y AdpaGiuvH (Debio 1450) 160 mMr mMOpoOLWOK ANA PO3UMHY ANA
iHy3iii Big 05 rpyaHAa 2023 p. yKpaAiHCLKOKO Ta iHWKMK MoBamu; MogoBXeHHA TepMiHY NPUAATHOCTI
AdbabiynHy (Debio 1450) 160 Mr NnOpPOLIOK A1l PO3UMHY Aans iHdy3iil 3 72 go 84 micauiB; MoaoBXeHHs
TepmiHy npupatHocTi AdpaGiumHy (Debio 1450) 80 mr ta 120 mr Ta6netku, BKPUTI NNiBKOBOIO
060n0HKOKO y OGnictepi Perlalux® Ultraprotected 3 30 go 42 wicsAuiB; MopgoBXeHHA nepiogy
npoBeAeHHA KiHIYHOro BUNpooyBaHHSA B CBiTi Ta B YKpaiHi go 31 rpygHa 2026 p.; 3miHa Ha3Bu micusa
npoBefeHHs KNiHIYHOro AOCNIMKEeHHSA [0 NPOTOKONY KIIHIYHOrO AOCNiMKEHHS «PaHaoMi3oBaHe Bigkpute
JOCTiAXEeHHA 3 aKTUBHUM KOHTPOJIEM, LLIO NPOBOAMTLCA 3 METOK OUiHKM 6e3neyvHOCTi, NepeHoCMMOcCTi i
edheKkTMBHOCTI athabiLMHy A1 BHYTPILUHBEOBEHHOIO / NepopasibHOro 3acCTOCyBaHHS NpPW JliKyBaHHI NALEHTIB 3i
CTagi/IOKOKOBMMU iHApeKUissMKU KiCTOK abo cyrnob6is», koa pocnimkeHHs Debio 1450-BJI-205, ocTtatoyHa
pefakuis 6.0 3 iHTerposaHoto MNonpaskoto 3 Big 01 nnctonaga 2021 p.; cnoHcop - «Jebiohapm IHTEpHeLLHN
CA» [Debiopharm International SA], LLBeliyapis

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

BYNO CTAJIO

4.M.H., npod. Cynuma B.C. 4.M.H., npody. Cynuma B.C.

KomyHanbHe HeKoMepLUiiHe nignpuemcTBo | KoMmyHasibHe HeKoMepLUiiHe niANnpUEMCTBO
«O6nacHa KniHiyHa nikapHsa |BaHO-PpaHKiBCbKOT | «O6nacHa KhiHiyHa nikapHs |IBaHO-®paHkKiBCbKOI
obnacHoi pagu», TpaBMaTtosioriuHe BiggineHHA, | 06nacHoi paau, LleHTp TpaBmaronorii
IBaHO-PpPaHKIBCbKWI  HaUiOHa/TbHUA ~ MeguyHuii | 3 BigAineHHaAM NiKyBaHHA
yHiBepcuTeT, Kadegpa  TpaBMaTosiorii  Ta | BHYTPIWWHLOCYI1060BMX nepenomiB, IBaHo-
opTonegii, M. IBaHO-®paHKiBCbK ®paHKiBCbKNI HaLioHa/TbHWI MeAUNYHWIA

yHiBepcuteT, kacpegpa TpaBmMaronorii, oproneaii
i HeBigKnagHol BiliCbKOBOI xipyprit,
M. |IBaHO-®PpaHKiBCbK

13. OHOBNEHWI NPOTOKOJT KAiHiYHOro BunpoGyBaHHA PERS8-ART, Bepcia 2.0 Big 22.01.2024 p.;
OHOBJIEHUIT CUHOMCKC NPOTOKOANY KiliHiYHOro BunpooysaHHAa PER8-ART, Bepcis 2.0 Big 22.01.2024 p.;
3MiHA Ha3BU KIiHIYHOro BMNPOGyBaHHA 3 «KniHiuHe pocCnimKeHHA 3 OLiHKM GioeKBiBa/IEeHTHOCTI
NniKapcbkux 3aco6iB [lMepamnaHen, Ta6neTkn, BKPUTI N/NiBKOBOKO 060/IOHKOW, no 8 wmr (AT
«KniBmegnpenapar», YkpaiHa) Ta daiikomna®, TabneTkn, BKPUTi MJ1iBKOBOKD 0GOJIOHKOK, NO 8 Mr
(«Eisai Manufacturing Limited», Benuko6puTtaHifl) 3a yuyacTti 340p0oBUX A06poBobLiB» Ha «KniHiuHe
[OcCnipKeHHA 3 OLiHKM GioeKBiBaNeHTHOCTI nikapcbknx 3aco6iBs MEPAMIMAHE/, ta6neTku, BKpUTI
NNiBKOBOIO 060/10HKOI0, N0 8 Mr (AT «Kuismegnpenapar», YkpaiHa) Ta PAUKOMIMA®, Ta6neTkun, BKpUTI
NNiBKOBOK 0060/710HKOIO, No 8 mr («Eisai GmbH», HimeuunHa) 3a yyacTti 340poBUX [,06GPOBONbLIB»;
OHOBJeHa 6powypa agocnigHuka, MEPAMMAHE/, Ta6neTku, BKPUTi NN1IBKOBOKO 0GO/IOHKOIO, NO 8 Mr,
Bepcia 2.0 Big 22.01.2024 p.; oHoBneHa iHhopmauia ans aod6poBonbuUA | iHPOpMoOBaHa 3roga
[06poBObLUA Ha yyacTb Yy KiHIUHOMY pocnigkeHHi, Bepcia 2.0 Big 22.01.2024 p., yKpalHCbKOIO
MOBOIO; OHOB/IEHUI WAGNOH iHAMBIgYyanbHOI peecTpauiiHoi ¢hopmu, Bepcisa 2.0 Big 22.01.2024 p.;
NOAOBXEHHA TEPMiHY NpuaaTHOCTI JocnigkyBaHoro nikapcbkoro 3acooby NMEPAMIMAHE/, Ta6neTtku,
BKpPUTi M/IIBKOBOIO OGOJIOHKOKO No 8 Mr 3 18-t go 42-x MicAuiB; OHOBJ/IEHUI pPO3A4in [OCbE
[OocCnigpKyBaHOro sikapcbkoro 3acooy NEPAMIMAHE/], Ta6neTkn BKPUTI NJIIBKOBOKO 0GOJ/IOHKOMO, NO
8 mr: 3.2.P.8. CtabinbHicTb, pegakuia 1 Big 31.01.2024; 3asyyeHHs a/ibTEPHATMBHOIO BUPOOHUKA
pechepeHTHOro nikapcbkoro 3aco6y PANKOMIMA®, Ta6neTku, BKpUTI N1iIBKOBOIO 0GO/IOHKOIO, MO 8 Mr
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(«Eisai GmbH», HimeuunHa); oHOBMeHa KOpOoTKa xapaktepuctuka (SPC) pecepeHTHOro nikapcbKoro
3aco6y ®ANKOMMA®, Ta6neTku, BKpUTI NNiBKOBOK 060/10HKOI0, No 8 Mr Big 10.05.2023; oHOBNEHMWiA
3pa3oK MapKyBaHHA pocnigkyBaHoro Jikapcbkoro 3aco6y FMEPAMMAHEN, Tta6Gnetku, BKpuUTi
NNiBKOBOIO 060/10HKOK Mo 8 Mr (NepBUHHa Ta BTOPMHHA ynakoBKa), Bepcia 2.0 Big 22.01.2024 p.;
OHOB/IEHWI 3pa30K MapKyBaHHA ped)epeHTHOro Nikapcbkoro 3aco6y ®ANKOMIMA®, Ta6neTku, BKPUTI
NNiBKOBOIO 06OJ/IOHKOIO NO 8 Mr (NnepBMHHA Ta BTOPUHHA YNaKoBKa), Bepcif 2.0 Big, 22.01.2024 p.; 3miHa
BiANOBigaNbLHOrO p[oOCNigHUKA Ta MicuA MPOBEeAEHHs KI/HIYHOrO BUNPOGYBAHHA [0 MNPOTOKO/Y
KMIHIYHOrO BMNPOOYyBaHHA «KniHiYHE [JOCAIMKEHHA 3 OUIHKM Bi0eKBIBA/IEHTHOCTI NiKapCbknx 3acobis
MepamnaHen, TabneTtkn, BKPUTI MAIBKOBOK 060/10HKOW, Mo 8 mr (AT «KuiBmegnpenapat», YkpaiHa) Ta
daiikomna®, TabneTku, BKpPUTI NNiBKOBOK 060s0HKOK, Mo 8 Mr («Eisai Manufacturing Limited»,
BenukobpuTaHisi) 3a yyacTi 340poBux A06poBObLIB», Kog aocnimkeHHss PER8-ART, 1.1 Big 12.01.2022 p.;
CrnoHcop - AT «Kuismegnpenapar», YKkpaiHa

3asaBHUK - TOB «APTEPIYM NITO», YKpaiHa

obonoHkoto, no 8 mr (AT «KuiBMegnpenapar»,
YkpaiHa) Ta daikomna®, TabneTku, BKPUTI
nNiBKOBOK  060/0HKOK, nNo 8 wmr («Eisai
Manufacturing Limited», Benuko6putaHis) 3a
y4yacTi 340pOBMX A0OPOBO/IbLLB»

BYNO CTANO
«KniHiyHe JocnigpKeHH: 3 OUiHKM | «KniHiyHe JocnimpKeHH: 3 OLjiHKM
6i0eKBiBa/IEHTHOCTI NiKapcbKmx 3aco6iB | 6ioekBiBaIEHTHOCTI NiKapcbKmx 3aco6iB
MepamnaHen, Tabnetku, BKPUTI nniskosoto | MEPAMMAHE/, TabneTtkn, BKpUTI N/iBKOBOIO

o6osioHKo, no 8 mr (AT «KuiBMegnpenapat»,
YkpaiHa) Ta OANKOMMA®, TabneTtku, BKpWTI
nAiBKOBOK 060/10HKOK, MO 8 Mr («Eisai GmbH»,
HimeuuunHa) 3a yyacTi 340p0BMX 4OOPOBO/IbLIBY»

BYJ1IO

O.M.H., npod. 3ynaHeub L.A.
KniHiko-giarHOCTMUHMIA UeHTp HauioHasibHOro
c¢hapmayeBTMUHOrO  yHiBepcutety, Kachegpa
KNiHiYHOT chapmakonorii Ta KniHiuHOI thapmauii
Hday, m. Xapkis

CTANO
rosioBHui nikap Aptuu B.1.
MeguuHuii ueHTp TOB «KniHika IHHO®AP-
YKpaiHa IHHOBeIITIB dapma Pecepu»,

YepHiBeybka 061., HoBocenuubKuii
BosHu

p-H, C.




