Hoparok 1

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

11.10.2025 Ne 1550

InenTudikallis CyTTeBOI MONpaBKU

[Hdopmatiist A5 maijieHTa Ta iHbopMoBaHa 3rofia Ha y4acTb y HAyKOBOMY A0C/iiKeHHi, Bepcis 8.0
nns Ykpainu Bif 18 uepBHs 2025 poKy, YKpaiHCBKOIO, aHIVIIMCHKOIO Ta POCIMCBKOIO MOBaMU;
OnoBnenuii po3fin  «fIkictb» [JoCbe [OCTIHKyBaHOTO JiiKapcbkoro 3acoby Picankizymab
(ABBV-066), Bepcist 7.0 E Big 26 6epe3nsi 2025 poky

Howmep ta gara Hakazy MO3 mipo
MPOBeIeHHs K/TIHIYHOTO
BUTIPOOYBaHHS

Ne 1896 Big 27.08.2019

Hasga kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«PanzomizoBane noggitiHe crine gocmimkenns 111 ¢a3u, ass mopiBHSHHS TiperniapaTy Picankizymab
3 miauebo y MaljieHTiB 3 akTUBHUM TicopiaTuuHuMm aptputoM (TIcA), sKi MarOTh B aHaMHe3i
Hea/leKBaTHY BiJIMOBib TIpUHAWiMHI Ha OAWH XBOpPOOOMOAMGIKYHOUM TMPOTHUPEBMATUUHUNA
npernapat (XMIIPIT) a6o ioro HemnepeHocumictb (KEEPSAKE 1)», M16-011, Bepcis 7.0 Bifg
10 >xoBTHs1 2024 pOKy

3asBHUK, KpaiHa

«E606Bi biodapmacktoTikan3 I'm6X», [IBetitapis

CrioHCOp, KpaiHa

AbbVie Inc., USA/ E66Bi Iuk., CIITA

B.o. HauanbHNKa PapMaLeBTUYHOI0 YNIPaB/IiHHA Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



Hoparok 2

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

11.10.2025 Ne 1550

InenTudikallis CyTTeBOI MONpaBKU

3asyueHHs JOAATKOBUX JIiKapChKUX 3aco0iB, 1110 BUKOPUCTOBYIOTHCS SIK TperiapaTy MOPiBHSHHS:
LucrinatuH-TeBa, KOHLEHTpAT [/ po3uuHy AJs iHgy3ii, 1 mr/mui; mo 100 ma y ¢nakoHi, mo
1 ¢nakony y naurii; Kap6ornatua «EBEBE», KoHLleHTpaT [jis po3uuHy A7s iHdy3iti, 10 Mr/mii, 1o
45 mn (450 mr) y c¢makoni, mo 1 c¢nakony y kopobui; [IEMETPEKCE-BICTA COJIFOT,
KOHL|eHTpAT /151 PUTOTYBaHHS PO3uMHy A8 iHdy3iid, 25 mr/mna, 1o 40 ma (1000 mr) y ¢uiakoHi,
nmo 1 ¢nakoHy y KapTOHHiA KopoOwi. 3anyueHHs BUPOOHMKIB JHiKapChKMX 3acobiB 1110
BUKOPUCTOBYIOTBCS SIK Tiperiapaty mopiBHsAHHA: Papmaxemi b.B., Byn. Ceencer 5, 2031 GA
XapsneMm, Higepnanau (Pharmachemie B.V., Swensweg 5, 2031 GA Haarlem, the Netherlands);
dapeBa YHTepax I'M6X, Monpazeemtpacce 11, 4866 YHtepax am Artrep3ee, ABctpisi (Fareva
Unterach GmbH, Mondseestrasse 11, 4866 Unterach am Attersee, Austria); CinTon XicmaHis,
C.JIL, Byn. K/Kacrenno, nol, Canr boi ge Jlnobperat, Bapcemnona, 08830, Icmanis (Synthon
Hispania, S.L., C/Castello, nol, Sant Boi de Llobregat, Barcelona, 08830, Spain)

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1433 Bif 16.09.2025

HasBa kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«PaHgomi3oBaHe, BigkpuTe, 6ararorieHTpoBe KiiHiuHe mocmimkeHHs 111 da3u ais oiinku 6e3meku
Ta edektuBHOCTI MK-1084 y KoMmOiHaljii 3 MiJIIKipHUM BBeIeHHSM TieMOposizymaby Ta
Oeparianyponifasu anbha (MK-3475A) y nopiBusiHHI 3 MK-3475A y KoM0iHallii 3 mpernapatamu
ximioTeparii memeTpekcesoM / TIIaTHHOH (KapOoriaTMHOM abo LMCIUIaTHHOM) Y SIKOCTi
MKyBaHHSI ~Tepuioi JiiHil [jid y4YacHUKIB i3 pO3MOBCIO/KeHUM abo MeTacTaTUYHUM
HertockokmTMHHUM HJIPJI i3 myrtanieto KRAS G12C (KANDLELIT-007)», MK-1084-007,
Bepcist 00 Big 27 uepBHs 2025 poky

3asBHUK, KpaiHa

ToBapuCTBO 3 00MeXXeHO0 BiznoBifanbHicTI0O « MCJT YKpaiHa»

CrioHCOp, KpaiHa

TOB Mepk lapn e Joym, CIIIA (Merck Sharp & Dohme LLC, USA)

B.o. HauanbHNKa PapMaLeBTUYHOI0 YNIPaB/IiHHA Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HonaTok 3

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

11.10.2025 Ne 1550

InenTudikallis CyTTeBOI MONpaBKU

Ykpaina, MK-1084-012, [ndopmaljisi Ta JO0KyMeHT TIpo iHQOPMOBaHy 3roAy [ijisl TallieHTa, BepCis
01 Big 10 BepecHsi 2025 p., ykpaiHCbKOIO MOBOwO; YKpaiHa, MK-1084-012, Indopmatis Ta
JIOKYMEHT TIpo iH(popMoOBaHy 3rofly /i TallieHTa Ha HeoOOB’S3KOBUI 00Me)KeHW CKPHHIHT,
Bepcis 01 Big 10 Bepecns 2025 p., yKpaiHCbKOIO MOBO0; YKpaiHa, MK-1084-012,
Indopmariisi Ta JOKyMeHT Tpo iHpOPMOBaHY 3rofy A/isl TAllieHTa Ha Ha/laHHS HeoOOB’SI3KOBHX
nocayr (komnasieto «Greenphire»), Bepcis 01 Big 10 BepecHsi 2025 p., yKpaiHCBKOI MOBOIO;
YkpaiHa, MK-1084-012, Iudopmarilinuii JUCTOK i [JOKyMeHT Tpo iHQOpPMOBaHy 3roAy Ha
MaiiOyTHe Giomeauune mocmiimkenHs, Bepcisi 01 Big 10 BepecHs 2025 p., yKpaiHCBKOI MOBOIO;
MK-1084-012_3pa30ok MapKyBaHHs JlikapcbKoro 3acoby GeBarjuzymab, 25 Mr/mii, KOHLIEHTpAT AJIst
po3uunHy ans iHdys3ii, Outer Package, G00051_B00001_C00003_V001 Big 05 BepecHs 2025 p.,
aHTTIMCHKOIO Ta yKpaiHCbKOr MoBamu; MK-1084-012_3pa3ok MapKyBaHHS JTiKApCHKOTO 3aco0y
6eBalju3ymab, 25 Mr/mj, KOHLEHTpAaT [y po3uuHy A iH@y3il, Immediate Container,
G00052_B00001_C00003_V001 Big 08 BepecHs 2025 p., aHITiMCHKOK Ta YKPAiHCHKOIO
MOBaMH

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 1104 Big 11.07.2025 y pepaxuii Hakazy MO3 Ykpainu Ne 1271 Big 11.08.2025

Ha3Ba k/iHiuHOr0 BUIPOOYBaHHS,
KO/, BepCis Ta ziara

«PaHgomi3oBaHe, BizkpuTe, OararorjeHTpoBe KiiHiuHe gocmimkeHHs III ¢asu g  OLMiHKK
Oe3neuHocTi Ta edekrtuBHOCTi MK-1084, nerykcumadby Tta cxemu mFOLFOX6 mopiBHsHO 3i
cxemoro mMFOLFOX6 3 mopaBaHHsM GeBar3yMaby abo 6e3 HbOro B SIKOCTi Mepiuoi JiiHii Teparii
JUI  YYaCHUKIiB 3 JIOKAJbHO DO3MOBCIO/KEHUM HeornepabesibHUM ab0 MeTacTaTUYHUM
KonopektasibhuM pakoM 3 wMyTtanielo KRAS G12C (mocnimkenHs KANDLELIT-012)»,
MK-1084-012, Bepcis 01 Big 01 TpaBHs 2025 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 06MeXKeHOr0 BifgnoBifampHicTIO «MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Ilapn eng Joym, CITA (Merck Sharp & Dohme LLC, USA)

B.o. HauaibHUKa PapMaLeBTUUHOT0 yIIPaB/IiHHS Onexkcanap I'PINEHKO

(migrmc) (Bnacue im’s TTPI3BUIIIE)



HopnaTok 4

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

11.10.2025 Ne 1550

InenTudikallis CyTTeBOI MONpaBKU

Bpomypa pocnigiuka Asenymab (MSB0010718C), Bepcis 15 Bim 10 uepBHsi 2025 poOky,
aHr/ifickkoro MoBoto; [Hdopmariitinuii mcrtok i ¢dopma 3rogu, Bepcisi V5.0UKR(uk)1.0 Big
18 ceprius 2025 poky, nepeknaz YKpaiHCbKOK MOBOIO Bifi 25 cepriHs 2025 poky

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 1415 Big 07.08.2023

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«Bigkpure, 0OaraTOIleHTPOBe  [JOC/Ti/KEHHSI  TO/A/bIIOr0  CIIOCTEPEeXXeHHs [ 300py
JIOBFOTeDMIiHOBUX [lJaHMX TPO YYaCHHUKIiB [eKiJIbKOX KIiHIYHUX /JOC/i/KeHb aBemymaly
(MSB0010718C)», MS100070_0176, Bepcis 2.0 Bix 22 >koBTHs 2024 pOKy

3asiBHUK, KpaiHa

ITianmpuemcTso 3 100% iHo3emHor0 iHBecTHiero «AMK’FOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

Merck KGaA, Himeuunna

B.o. HauaibHUKa PapMaLeBTUUHOT0 yNIPaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



HonaTtok 5

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

11.10.2025 Ne 1550

InenTudikallis CyTTeBOI MONpaBKU

[MToBimomnenHs npo KoHQizeHwilHicTh, Bepcist 1.0-UA(uk), gata: 27 ceprinsi 2025, yKpaiHCbKOIO
MoBoto; [loBimomneHHs mpo KoHdizeHuitiHicTs, Bepcis 1.0-UA(ru), gmara: 27 cepriHsi 2025,
POCIHCBbKOI0 MOBOIO; JIMCT-TIOBiIOM/IEHHSI yUaCHUKY JOC/I[P)KeHHSI TIPO OHOBJIEHHS TOJIOXKEeHHS
npo KoHdizeHwiHicTh, Bepcis 2.0-UA(uk), mara 23 BepecHsi 2025, yKpailHCHKOIO MOBOIO;
JINCT-NIOBiOM/IEHHSI yUYaCHUKY [OC/IiPKeHHsI TIPO OHOBJIEHHSI TI0JI0’KEeHHS PO KOHQieHIiNHICTb,
Bepcis 2.0-UA(ru), gata 23 BepecHsi 2025, pociliCbKOH MOBOO

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1016 Big 06.05.2019

HasBa kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«docnimkenHs: eeKTUBHOCTI Ta Ge3rmeku 3acTocyBaHHs rperapaty Comamnanurad (Somapacitan)
OJIMH pa3 Ha TWXK/EeHb Yy IOpIBHAHHI 3 LJOJEeHHUM 3aCTOCyBaHHAM Iiperniapaty HopgitpomiH®
(Norditropin®) y giteii 3 gedigutom ropmoHy pocty», NN8640-4263, dinanbHa Bepcis 9.0 Bix
19 rpyans 2022 p.

3asiBHUK, KpaiHa

TOB «Hoso Hopgick Ykpaina»

CnoHcop, KpaiHa

Novo Nordisk A/S (Denmark)

B.o. HauasibHUKa PapMaLeBTUYHOT0 yNIPaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



HonaTtok 6

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

11.10.2025 Ne 1550

InenTudikallis CyTTeBOI MONpaBKU

[MToBimomnenHs npo KoHQizeHwilHicTh, Bepcist 1.0-UA(uk), gata: 27 ceprinsi 2025, yKpaiHCbKOIO
MoBoto; [loBimomneHHs mpo KoHdizeHuitiHicTs, Bepcis 1.0-UA(ru), gmara: 27 cepriHsi 2025,
POCIHCBKOI0O  MOBOIO»;  JIUCT-TIOBiIOM/IEHHSI ~ YYaCHUKY  [JIOC/i/PKeHHsT TPO  OHOBJIEHHS
MOBiZiIoMIeHHsT TIpo KoHbigeHIiMHicTb, Bepcis 2.0-UA(uk), mara 23 BepecHsi 2025, yKpaiHCBKOIO
MOBOIO; JIMCT-TIOBIZIOM/IEHHS] YYaCHUKY JOC/IiP)KeHHs TIPO OHOBJIeHHS IT0BiJOMJ/IeHHS
nipo KoHQifeHLilHicTb, Bepcist 2.0-UA(ru), sarta 23 BepecHsi 2025, pociiicbkoro MOBOIO

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 2487 Big 17.12.2019

HasBa kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«EdexktuBHicTE Ta Oe3reka mnpogisakTUUHOTO 3acTocyBaHHs KoHIM3ymMaly y malli€HTiB 3
remodinieto A um b, ycknagHeHoro iHribiTopamu», NN7415-4311, dinampHa Bepcis 11.0 Big
07 XXostHs1 2024

3asBHUK, KpaiHa

TOB «HoBo Hopzick Ykpaina»

CrioHCOp, KpaiHa

Novo Nordisk A/S ([aHis)

B.o. HauanbHNKa PapMaLeBTUYHOI0 YNIPaB/IiHHA Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



Hoparok 7

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

11.10.2025 Ne 1550

InenTudikallis CyTTeBOI MONpaBKU

[MToBimomnenHs npo KoHQizeHwilHicTh, Bepcist 1.0-UA(uk), gata: 27 ceprinsi 2025, yKpaiHCbKOIO
MoBoto; [loBimomneHHs mpo KoHdizeHuitiHicTs, Bepcis 1.0-UA(ru), gmara: 27 cepriHsi 2025,
POCIHCBbKOI0 MOBOIO; JIMCT-TIOBiIOM/IEHHSI yUaCHUKY JOC/I[P)KeHHSI TIPO OHOBJIEHHS TOJIOXKEeHHS
npo KoHdizeHwiHicTh, Bepcis 2.0-UA(uk), mara 23 BepecHsi 2025, yKpailHCHKOIO MOBOIO;
JINCT-NIOBiOM/IEHHSI yUYaCHUKY [OC/IiPKeHHsI TIPO OHOBJIEHHSI TI0JI0’KEeHHS PO KOHQieHIiNHICTb,
Bepcis 2.0-UA(ru), gata 23 BepecHsi 2025, pociliCbKOH MOBOO

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 38 Big 11.01.2020

HasBa kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«EdexktuBHicTE Ta Oe3reka mnpogisakTUUHOTO 3acTocyBaHHs KoHIM3ymMaly y malli€HTiB 3
remodiniero A uu b, He ycknagHeHOw iHribiTOopamu», NN7415-4307, dinanbHa Bepcis 8.0 Bif
31 ciuyng 2025

3asBHUK, KpaiHa

TOB «HoBo Hopzick Ykpaina»

CrioHCOp, KpaiHa

Novo Nordisk A/S ([aHis)

B.o. HauanbHNKa PapMaLeBTUYHOI0 YNIPaB/IiHHA Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HonaTok 8

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

11.10.2025 Ne 1550

InenTudikallis CyTTeBOI MONpaBKU

3MiHa MiCI[sl TTPOBeZIeHHsI K/TiHIYUHOT0 BUIPOOYBaHHS:

BYJIO CTAJIO
K.M.H. XaByHka M.A. K.M.H. XaByHka M.A.
KomyHasmbHe HeKoMepIjiiHe —TmignpueMcTBO | ToBapuCTBO 3 0OMeKEHOH BiAOBiJa/bHICTIO
«JIbBIBCBKE TepUTOpiaibHe meguuHe | «<HEMPO®OKYC», LIeHTP K/IIHIYHUX

06’enHaHHsT  «KUmiHiuHa JliKapHS TUTAHOBOTO | AOCi/KeHb, M. JIbBIB
nmiKyBaHHsI, pea0imitarfii Ta TaniaTUBHOI
ZIOTIOMOTW», Bi/loKpeMJ/ieHUH MiApO3 i1
«5-a JlikapHsi», HeEBpOJIOTiYHe BIiJJi/eHHS 3
MeZMUHO0 peabinitaiiieto, M. JIbBiB

Howmep ta fara Hakazy MO3 mipo
MPOBeIeHHs K/TIHIYHOTO
BUTIPOOYBaHHS

Ne 2072 Big 10.12.2024

Has3Ba kiHiuHOTO BUTNIPOOYBaHHS,
KO/, BepCis Ta ziara

«OCHOBHMI MPOTOKOJI IBOX He3a/le)KHUX, PaH/I0Mi30BaHUX, MOABIMHUX CAIMUX JOCTilKeHb (a3u 3
[Uisl TIOpiBHSHHS egeKTUBHOCTI Ta Oesneku ¢pekcanimady (SAR441344) 3 rtepidmayHOMizoM y
JIOpPOC/IMX YYaCHMKIB 3 peLuuBYHOUMMH (opMaMy pO3CisHOro ckiepo3y», EFC17919,
3 momnipaBkoto 05, Bepcis 1 Biz 26 6epe3nst 2025 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Sanofi-Aventis Recherche & Developpement, France (CaHodi-ABenTic Pemepi e [leBesornmaH,
®paHilis)

B.o. HauanbHNKa PapMaLeBTUYHOI0 YNIPaB/IiHHA Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HonaTok 9

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

11.10.2025 Ne 1550

InenTudikallis CyTTeBOI MONpaBKU

3anyueHHs 10IATKOBUX MiCIlb MPOBE/IEHHs K/IiIHIYUHOTO BUITPOOYBaHHS:

No [1.I.b. BigmoOBiZaIbHOrO AOC/iJHHAKA

/1 Ha3Ba Miclis TpoBe/ieHHsI K/TiHIYUHOTrO BUIIPOOYBaHHS

1. | k.M.H. KaukoBcbka B.B.
KomyHasbHe HeKoMepiiiiiHe miarpreMcTBo Cymcbkoi obsacHoi paau «CyMcbKa ob/acHa
K/IiHiUHa JliKapHsi», peBMartoJjioriuHe BiagiseHHs, CyMCbKUUA [ep)KaBHUW YHiBEepPCUTET,
Kadespa BHYTpIlIHBOI Ta ciMelHOI MeAWIIMHM HaBYa/lbHO-HAYKOBOTO MeJUYHOIO
iHctutyTy, M. CymMu

2. | nikap I'opaienko O.B.
KomyHanbHe MiAMPUEMCTBO «ITonTaBcbka obacHa KJ/IiHIYHa JIiKapHs
im. M.B. CkridocoBcekoro ITontaBcekoi o6sacHoi paau», OOsacHUl JTiKyBaJbHO-
[iarHOCTUUHMI PeBMAaToJIOTiuHui 11eHTp, M. [TosTaBa

3. | K.M.H. fpom1 B.B.
KomyHasibHe HeKoMepIjifiHe mianpuemMcTBo «Micbka OaraToripodisbHa ikapHs Nel8»
XapKiBCbKOI MiCbKOI pajii, peBMaTOoJIOTiuHe BijzineHHs, M. XapKiB

4. | k.m.H. Barje6a M.O.
KomyHanbHe HekomepLiiiHe MignpueMcTBO «Micbka kiiHiyHa jikapHsa Nel IBaHo-
@paHKiBCbKOI MICBKOI paju», BifJi/leHHs Crierjiani3oBaHOl KOHCY/IbTaTUBHOI 1OIOMOIH,
M. IBaHO-DpaHKiBCbK

5. | nikap Bacunenp B.B.

JlikyBasibHO-/liaTHOCTMUHUK 11IeHTPp ToBapucTBa 3 00MEXeHOI BiJMOBifanbHICTIO
«Meanunuii [lim «Ozpekc», comaTUuHe BifzineHHs, M. Ojeca




2 TPOJOBXKeHHS fojaTKa 9

6. | k.m.H. Kneban f.1.

KuiBcbKka KiiHiuHa JiKapHS Ha 3ali3HUYHOMY TpaHcrnopTi Ne2 ¢inii «LleHTp oxopoHM
3[0pOB’S1» AaKLIIOHEDHOTO TOBAapUCTBA «YKpaiHCbKa 3asi3HuLsA», LleHTp K/iHIYHUX
JOCTiIKeHb, M. KHiB

7. | K.M.H. Cmouiina JI.O.
ToBapucTtBo 3 00MeXxeHOw BifmnoBiganbHiCTIO «KimiHiKa «/leHHC», TepaneBTHUHHM

craujioHap, M. Kuis

Howmep ta fara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1104 Big 11.07.2025

Ha3Ba kiHiuHOr0 BUNIPOOYBaHHS,
KO[|, BepCisd Ta fara

«Hocnimxkenns I da3u gns ADI-001, cTBopeHOro 3a [IOMOMOIOK TeHHOI iH)KeHepii anoreHHUMU
ramma-genbta (y6) CAR-T-kimituHamu, crmpsmMoBaHuMu npotu CD20, y gopocnux mwofeid i3
iIioNaTUYHUMU 3anaabHUMM Mionatismu», ADI-001-105, Bepcis 1.0 Big 06 svcronazga 2024

3asBHUK, KpaiHa

ToBapucTBO 3 06MeXeHO0 BifnoizansHicTio «[1IBP YKPATHA»

CrioHCcOp, KpaiHa

Adicet Therapeutics, Inc., USA «Agicet TepanbioTikc, IHK.», CriosiydeHi mtrati AMepyuku

B.o. HauanbHNKa PapMaLeBTUYHOI0 YNIPaB/IiHHA Onekcanap I'PIHEHKO

(migruc) (Bnacue im’s TIPI3BUIIIE)



Honatok 10

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

11.10.2025 Ne 1550

InenTudikallis CyTTeBOI MONpaBKU

dopma iHdOpMOBaHOI 3rofu /il TIPOJIOB)KEHHs JIIKyBaHHS YYaCHUKIB BUMPOOyBaHHS
[@I3 (mpojoB)KeHHsT pPO3ILMPEHOI YaCTWHW JIiKyBaHHS) /i Y4YaCHUKIB BUMPOOYBaHHs], [1jist
Ykpainu Bepcii 1.0 Big 17 6epesnst 2025 p. (aHI/TiMCHKORO i yKpaiHCHKOI0 MOBaMHK)

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 2030 Big 07.11.2018

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«bararorieHTpoBe, paHZOMi30BaHe, IMO/IBiliHE CJliMe, T1/1alle00-KOHTPO/IbOBaHe 52-TH)KHEBE
nigTprMyrode JiKyBaHHS i BiKpWUTe MpO/OBXKeHe AOC/Ti[KeHHs /ISl BUBUEHHsSI e()eKTUBHOCTI Ta
Oe3neuHocTi PicaHkizymaOy y maijieHTiB 3 BHUpa3KoBUM KojiTom», M16-066, iHKopmopoBaHuit
[TonpaBkamu 1, 2, 2.01 (tinbku ans Kuraro), 3, 3.01 (tinbku gns Himeuuwnn), 4, 4.01 (Tinbku as
Anonii), 4.02 (a5 YKpaiHu Ta pwieraux 3afisitHux KpaiH), 5, 6, 7 i AfMiHiCTpaTUBHUMU 3MiHaAMU1
1, 2,3,4,5, 7 ta 8 Big 04 rpyans 2024 poky

3asBHUK, KpaiHa

«E606Bi biodapmacktoTikan3 I'm6X», [IBetitapis

CrioHCOp, KpaiHa

AbbVie Inc., USA

B.o. HauanbHNKa PapMaLeBTUYHOI0 YNIPaB/IiHHA Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HopaTok 11

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

11.10.2025 Ne 1550

InenTudikallis CyTTeBOI MONpaBKU

OHoB/eHri POTOKOJ KiiHiyHOTO BUMpoOyBanHs MK-1084-004, 3 iHKOPIOPOBaHOIO TIOMIPABKOIO
03 Biz 22 nunus 2025 poky, aHITiMCBKO0 MOBOIO; 3MiHa Ha3BU npoTokony KB 3 «PaHzomizoBaHe,
no/BikiHe citire, OaratorjeHTpoBe  gocmimkeHHs III  dasu  kombiHanii MK-1084 3
rieMOpoJTisaymMaboM MopiBHSIHO 3 KOMOiHarliero nemMbpostizymalby 3 1uiarie0o siK JTiKyBaHHS TepIioi
MiHii A7 yYaCHUWKIB i3 MeTacTaTUYHUM HeJpiOHOK/IITUHHHUM pakoM JjereHiB 3 mytaijieto KRAS
G12C Ta ekcnpecieto PD-L1 TPS >50%» Ha «PaHjomi30BaHe, 1o/iBiliHe ciire, 6araTolieHTPOBe
nocrimkenss: 111 ¢da3u kombGinarii MK-1084 3 mem6posisymaboM MopiBHAHO 3 KOMOiHarli€to
nemMOposti3ymaly 3 1uiaiebo sk JIiKyBaHHs T€pIIOi JTiHii /i1 yYaCHHUKIB i3 JIOKa/IbHO-TIOIIMPEHUM
abo MeTacTaTUYHUM HeZPiOHOKTITUHHUM pakoM jereHiB 3 MyTaijieto KRAS G12C Tta ekcripeci€ero
PD-L1 TPS >50% (KANDLELIT-004)»; Bkmtouenns akpoHimy npotokony: « KANDLELIT-004»;
JIuct-po3’sicHeHHs1 10 cekuili 5.2; 8.2.1.4; 1.3.1 go npotokony MK-1084-004 Big 08 cepnias 2025
POKY, aHIJIiCbKOI0 MOBOHO; YKpaiHa, MK-1084-004, Indopmariist Ta JOKyMeHT Npo iHpopMoBaHy
3roAly A nadieHTta, Bepcist 02 Big 20 cepriHg 2025 p., yKpalHCbKOO MOBOR; YKpaiHna, MK-1084-
004, Iadopmarljissi Ta AOKyMeHT TMpo iHMOpPMOBaHy 3roAy /i TallieHTa Ha HeoOOB’SI3KOBU
obme>keHuit cKpuHiHr, Bepcis 01 Big 20 cepmast 2025 p., yKpaiHCBKOH MOBOW; YKpaiHa, MK-
1084-004, TndopmariiiHuii TMCTOK i JOKYMeHT Tpo iHpOPMOBaHYy 3roJly Ha MaiOyTHe GiomenuuHe
nocaigpkeHHs, Bepcis 02 Bif 20 cepriHs 2025 p., ykpaiHCbKOO MOBOKO; MK1084-
004_300pakeHHs Ha eJIEKTDOHHOMY IIOJeHHUKY [ TaijieHta (“HaBuanbHuii Momynib i3
KopucTyBaHHA 1uiaHerom”, “EORTC QLQ-C30”, “EORTC QLQ-LC13”, “NSCLC-SAQ”, “EQ-
5D-5L”, “Sponsor - TestStudy”; “ERT — TestStudy, 3asBa mpo
KoH(igeHitiHicTh”), Bepcisg 2.00 ans YkKpainu Big 22 TpaBHS 2025 poky,
YKPaiHCbKOK MOBOIO

Howmep Ta gata Hakasy MO3 npo
TIIpOBeZleHHsI KJIIHIYHOT O
BUTIPOOYBAHHS

Ne 766 Big 03.05.2024




2 MpOJOBXKeHHA fojaTka 11

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«PanziomizoBaHe, no/BitiHe ciirne, 6aratorieHTpoBe HocimkenHs 111 da3u kombiHarii MK-1084 3
nembpostisymaboM TopiBHSIHO 3 KoMOiHalliero rembposizymaly 3 raie6o sk JIiKyBaHHSI MepIoi
MiHil A/ yYaCHUWKIB i3 MeTacTaTWYHUM HeJpPiOHOK/IITUHHUM pakoM JiereHiB 3 MyTaLji€ro
KRAS G12C Ta ekcripecieto PD-L1 TPS >50%», MK-1084-004, 3 iHKOpIIOpPOBaHO MOIPaBKOIO
02 Big 04 >xoBTHA 2024 poKy

3asiBHUK, KpaiHa

ToBapurcTBO 3 06MeXKeHOr0 BifgnoBifampHicTIO « MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Ilapn eng Joym, CITA (Merck Sharp & Dohme LLC, USA)

B.o. HauasibHUKa PapMaLeBTUYHOT0 yNIPaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)




HopnaTok 12

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

11.10.2025 Ne 1550

InenTudikallis CyTTeBOI MONpaBKU

30inbIIIeHHsT 3alJITaHOBAaHOI KibKOCTi 3 60 10 70 CKpMHOBaHUX MAlli€EHTIiB B YKpaiHi; YKpaiHa,
2870-032, Indopmatiis Ta JOKYMeHT mpo iHdopMoBaHy 3rofly /s maijieHra, Bepcisi 01 Big 26
cepriHsi 2025 p., yKpailHCbKOIO MOBOMO; YkKpaiHa, MK-2870-032, Indopmatiisi Ta JOKyMeHT Tpo
iHdopMoBaHy 3rofy AJis naljieHTa Ha Heob6oB’si3koBi MPT-nocnimkenns, Bepcis 01 Biz 26 ceprHs
2025 p., ykKpalHCbKOHO MOBOW; YkpaiHa, MK-2870-032, Indopmaliis Ta [JOKyMeHT TIpo
iHbopMoOBaHy 3rofly /s TallieHTa Ha HeoOOB’SI3KOBHWU 30ip 3pa3kiB TKaHuH, Bepcis 01 Bix 26
cepriHsi 2025 p., yKpailHCbKOIO MOBOIO; YkKpaiHa, MK-2870-032, Indopmatiisi Ta JOKyMeHT Tpo
iHpopMOBaHy 3rofly [jig Tialli€eHTa Ha HaJaHHS Heo0OOB’SI3KOBUX TIOCIAYT (KOMIIaHi€r
«Greenphire»), Bepcisi 01 Big 26 ceprHsi 2025 p., yKpaiHCbKOKO MOBOO; 3pa3kKu 30BHIIIHBOTO Ta
BHYTPIIIIHEOT'0 MapKyBaHHS [JOC/Ti/PKyBaHOTO JTikapcbKoro 3acoby Kap6oriatus, 10 mr/mm, 60 Mo,
KOHL|eHTpaT AJi1 PO3uuHy A7 iH@y3iit/dnakoH, Outer Package Ta Immediate Container Bizm 22
cepriHs 2025 p., aHIJIIMCBKORO Ta YKPaiHCBbKOK MOBOO

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1019 Bif 26.06.2025

HasBa kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«PangowmizoBane, Bigkpute gociimkenns 111 ¢a3u ans orfiHky edeKTUBHOCTI Ta Ge3rmeuHoCTi sac-
TMT (Cauuty3ymab tupymotekaH, MK-2870), y moeaHaHHi 3 KapOOTiaTHHOM/TIAK/TiTAKCEIOM
MOpiBHSHO 3 XimioTepari€ero, 06uaBa B KoMOiHallii 3 memOposti3ymabom B SIKOCTi Heoa/; FOBaHTHOI
Tepartii /i TPUYi HETaTUBHOTO PaKy MOJIOUHOI 3a/1031 3 BUCOKMM PU3MKOM, Ha paHHil cTazil abo
FOPMOHA/IbHUM  peLIelTOP-HU3bKUM TMO3UTUBHUM pPaKOM MOJIOYHOI 3a/703U /pakOM MOJIOYHOL
3a71031 peLienTop-2 HeraTUBHUM JI0 JIFO/ICBKOTO efifiepManbHOro akropy pocry», MK-2870-032,
Bepcist 00 Big 18 motoro 2025 poky

3asBHUK, KpaiHa

ToBapuCTBO 3 00MeXXeHO0 BiznoBifanbHicTI0O « MCJT YKpaiHa»

CrioHCOp, KpaiHa

TOB Mepk lapn e Joym, CIIIA (Merck Sharp & Dohme LLC, USA)

B.o. HauanbHNKa PapMaLeBTUYHOI0 YNIPaB/IiHHA Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



Honatok 13

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

11.10.2025 Ne 1550

InenTudikallis CyTTeBOI MONpaBKU

3MiHa Ha3BM MiCIIsl MPOBe/IeHHs KJTiHIUHOTO BUTIPOOYBaHHS:

TpaHcdy3ionorii GakyabTeTy Mic/sgIUIIOMHOT
ocBiTH, M. JILBIB

BYJIO CTAJIO

I.M.H., ipod. Baosuuenko B.I. I.M.H., ipod. Brosuuenko B.I.

«JIikapHs CesToro [TanreneiimoHa» | Bimokpemenuii nigpo3zin «Jlikapus CBsiToro
KomyHansHOro HekoMepLiHoro | ITaHTeneimoHa» KomyHansHOro
nignprvemMcTBa  «JIbBiBCbKe — TepuTOpianbHe | HEKOMepLiMHOro mignpueMcTBa «JIbBiBCbKe
MenanuHe  00’egHaHHsT  «baratompodisiibHa | TepuTOpianbHe MeJU4YHe 00'eqHaHHS
K/IiHIYHa JiKapHS IHTeHCHMBHHMX MeToZiB | «bararonpodginbHa KJIiHIYHa JIiKapHs
JIIKyBaHHS Ta IIBUJKOI MeJUUYHOI JOTOMOTrW», | IHTEHCUBHUX METOZIB JIIKyBaHHS Ta LIBUKOL
Lentp Tepamii, JIbBiBCbKWI HalliOHa/JIbHUM | MeJUUHOI ~ JoroMoru», LleHTp  Teparii,
MeJUYHUMN yHiBepcuTeT iMeHi | lep>kaBHe ~ HeKOMepLiiHe  TIiIPUEMCTBO
Hanuna Tanuupbkoro, kadezapa Tteparii Nel, | «JIbBiBCbKUIA HalliOHaTbHUHN MeJUUHUI
MeJUYHOI [iarHOCTMKU Ta rematosiorii i | yHiBepcureT imeHi [laHuna ['amvubKoro»,

Kadeznpa teparii Nel, MeguuHOi AiarHOCTHUKU
Ta remarosiorii i TpaHcdysionorii dakynbTeTy
TiC/IAUIIOMHOI OCBITH, M. JIbBIiB

Howmep ta fara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1753 Big 06.08.2019

Has3Ba kiHiuHOTO BUTNIPOOYBaHHS,
KO/, BepCis Ta ziara

«bararouentpose, Bigkpurte, Ilogoexene [Hocmimxkennus III ®asu aas Ouinku 1oBrorprBanoi
EdekruHocTi Ta bBesneuHocTi 3acrocyBanusi Mipikizyma0y y IlarienTiB i3 Bupa3koBum Kostitom

ITomipHoro Ta Tspkkoro Ilepebiry (LUCENT 3)», I6T-MC-AMAP, 3 iHKOPIOpOBaHOIO
nonpaskoto (e) Bif 31 »xoBTHs1 2023 poKy

3asiBHUK, KpaiHa «Eni Jlinnai Bocrok CA», [lIBetitiapis

CrnioHcop, KpaiHa Eni Jlinni eng Komnani, CHIA / Eli Lilly and Company, USA

B.o. HauasibHUKa PapMaLeBTUYHOT0 yNIPaB/IiHHS Onexkcanap I'PINEHKO

(miparmc)

(Bnacue im’s TTPI3BUIIIE)




Hopartok 14

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

11.10.2025 Ne 1550

InenTudikallis CyTTeBOI MONpaBKU

3MiHa MiCI[sl TTPOBeZIeHHsI K/TiHIYUHOT0 BUIPOOYBaHHS:

BYJIO CTAJIO

K.M.H. Tomaukesuy I'.1. K.M.H. Tomamkesuy I'.I.

[lpuBaTtHe Masne mnianpueMcTBo, Meauunuii | KoMmyHanbHe HeKoMepijiliHe TiJIIPUEMCTBO

ueHTp «lIlynbc», TepaneBTHMYHe BiffjineHHs, | «BiHHMIbKA MicbKa KiiHiyHa JiikapHs Nelx,

M. Binnuug K/IiHiYHe TepaneBTUYHe BiagiieHHs  Nel,
BiHHULIBKYM HalliOHa/TbHUU MeUUYHUN
yHiBepcuteT iMm. M.I. TluporoBa, kadenpa
MpONeJeBTUKA  BHYTPILIHBOI  MeJULMHH,
M. Binauis

Howmep ta fara Hakazy MO3 mipo
MPOBeIeHHs K/TIHIYHOTO
BUTIPOOYBaHHS

Ne 1271 Big 11.08.2025

Has3Ba kiHiuHOTO BUTNIPOOYBaHHS,
KO/, BepCis Ta ziara

«Crine 1 yyacHMKa Ta JIOC/IiZIHWKA, PaHZOMi30BaHe, TuIaleb0-KOHTPO/bOBAHE AOCIiPKEeHHS
dasu Il pans ouiHku Oe3rekd, TMEPEeHOCHMOCTI Ta BiJJHOBJEHHsS C/M30BOI OOOJIOHKH TIpU
BUKOpHCTaHHI AZD7798 y marjieHTiB 3 akTUBHOIO XBOpoOoro KpoHa KiyOOBOi KHIIKM Ta
ineoctomoro (CALLISTO)», D9690C00006, Bepcist 1.0 Big 16 TpaBHst 2024 poky

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

B.o. HayaibHUKa PapMaLieBTUYHOIO YIIPaB/IiHHA

Onexkcanap I'PINEHKO

(miparmc)

(Bnacue im’s TTPI3BUIIIE)




Honmatok 15

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

11.10.2025 Ne 1550

InenTudikallis CyTTeBOI MONpaBKU

OHoB/eHui TIPOTOKOJ KiiHiuHOTro BUmnpoOyBaHHs MK-1026-003 3 iHKOPIIOPOBaHO MOMPABKOIO
09 Big 21 cepnHs 2025 poky, aHr/ikCbKO0 MOBOR; OHoBjeHi po3aiii S.2 MANUFACTURE,
S.4 CONTROL OF DRUG SUBSTANCE, S.7 STABILITY [ocke fOCTiI)KyBaHOTO JTiKapCbKOI'O
3aco0y MK-1026, Bepcist 08X2T7 Bizg 01 cepriast 2025 poKy, aHT/TiliCbKOIO MOBOIO

Howmep ta gara Hakazy MO3 mipo
MPOBeIeHHs K/TIHIYHOTO
BUTIPOOYBaHHS

Ne 1966 Bif 15.09.2021

Hasga kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«Hdocnimkenns I ¢a3u ouinku edektrBHOCTI Ta 6GesmeuHocti MK-1026 y maijieHTiB 3
reMaTo/IOTIUHUMHU  3JIOSIKICHUMM  3axBoproBaHHamu», MK-1026-003, 3 iHKOpPIOpoBaHO
noripaBkoro 08 Biz 16 TpaBHs 2024 poky

3asBHUK, KpaiHa

ToBapHuCTBO 3 00MeXXeHO0 BiznoBifanbHicTI0O « MCJT YKpaiHa»

CrioHCOp, KpaiHa

TOB Mepk lapn e Joym, CIIIA (Merck Sharp & Dohme LLC, USA)

B.o. HauanbHNKa PapManeBTUYHOI0 YNIPaB/IiHHA Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HonaTok 16

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

11.10.2025 Ne 1550

InenTudikallis CyTTeBOI MONpaBKU

Ykpaina, MK-1084-004, Indopmaljisi Ta JOKyMeHT Mpo iHPOpMOBaHy 3rofy [A/s MallieHTa AJis
MiKyBaHHSI MiC/Isi TIporpecyBaHHsi xBopobOu, Bepcisi 01 Bix 02 BepecHsi 2025 poKy, YKpaiHCBKOIO
MOBoORO; YKpaiHa, MK-1084-004, Indbopmaliis Ta JOKyMeHT po iHPOpPMOBaHy 3rofly /s MaljieHTa
Ha HajlaHHS HeoOOB’si3KOBUX mociyr (kKommaHiero «Greenphire»), Bepcis 00 Bixg 02 BepecHs
2025 poKy, YKpaiHCbKOI MOBOO

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 766 Big 03.05.2024

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«PanziomizoBaHe, no/BitiHe ciirne, 6aratorieHTpoBe HocimkenHs 111 da3u kombiHarii MK-1084 3
nembpostisymaboM TopiBHSIHO 3 KoMOiHalliero rembposizymaly 3 raie6o sk JIiKyBaHHSI MepIoi
MiHil A/ yYaCHUWKIB i3 MeTacTaTUYHUM HeJpPiOHOK/IITUHHUM pakoM JiereHiB 3 MyTaLji€ro
KRAS G12C Ta ekcripecieto PD-L1 TPS >50%», MK-1084-004, 3 iHKOpIIOpPOBaHO MOIPaBKOIO
02 Big 04 >xoBTHA 2024 poKy

3asiBHUK, KpaiHa

ToBapurcTBO 3 06MeXKeHOr0 BifgnoBifampHicTIO « MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Ilapn eng Joym, CITA (Merck Sharp & Dohme LLC, USA)

B.o. HauasibHUKa PapMaLeBTUYHOT0 yNIPaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



Honatok 17

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

11.10.2025 Ne 1550

InenTudikallis CyTTeBOI MONpaBKU

[MToBimomnenHs npo KoHQizeHwilHicTh, Bepcist 1.0-UA(uk), gata: 27 ceprinsi 2025, yKpaiHCbKOIO
MoBoto; [loBimomneHHs mpo KoHdizeHuitiHicTs, Bepcis 1.0-UA(ru), gmara: 27 cepriHsi 2025,
POCIHCBbKOI0 MOBOIO; JIMCT-TIOBiIOM/IEHHSI yUaCHUKY JOC/I[P)KeHHSI TIPO OHOBJIEHHS TOJIOXKEeHHS
npo KoHdizeHwiHicTh, Bepcis 2.0-UA(uk), mara 23 BepecHsi 2025, yKpailHCHKOIO MOBOIO;
JINCT-NIOBiOM/IEHHSI yUYaCHUKY [OC/IiPKeHHsI TIPO OHOBJIEHHSI TI0JI0’KEeHHS PO KOHQieHIiNHICTb,
Bepcis 2.0-UA(ru), gata 23 BepecHsi 2025, pociliCbKOH MOBOO

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1265 Big 05.06.2019

HasBa kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«docnimpkenHs: 3 migbopy 034 s OL[iHKM eeKTUBHOCTI i Ge3reKku 3acTOCyBaHHS TperiapaTy
ComMarmnauuraH (somapacitan) OguH pa3 Ha TWXJAeHb Yy TOPIBHSHHI 3 3aCTOCYBaHHsIM MperapaTy
HopzitponiH® (Norditropin®) oavWH pa3 Ha JieHb y AiTell i3 3aTPUMKOIO POCTY, 1[0 Oymu
HapO/)KeHi MaJIMMH [i/1sl TeCTal[iiHOTO BiKy Ta He Ha3[0rHaIu Y 3pOCTi /10 BiKy 2 POKM Ta CTaplle»,
NN8640-4245, dinanbHa Bepcist 12.0 Big 21 6epesnst 2024 p.

3asBHUK, KpaiHa

TOB «HoBo Hopzick Ykpaina»

CrioHCOp, KpaiHa

Novo Nordisk A/S (Denmark)

B.o. HauanbHNKa PapMaLeBTUYHOI0 YNIPaB/IiHHA Onekcanap I'PIHEHKO

(nigruc) (Bnacue im’s TIPI3BUIIIE)



Honatok 18

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

11.10.2025 Ne 1550

InenTudikallis CyTTeBOI MONpaBKU

BK/TIOUeHHST I0ZATKOBUX MiCI[b TIPOBEZIEHHSI K/TiHIYHOT0 BUIPOOYBaHHS:

No [1.I.b. BigmoOBiZaIbHOrO AOC/iJHHAKA

/1 Ha3Ba Miclis TpoBe/ieHHsI K/TiHIYUHOTrO BUIIPOOYBaHHS

1. | K.M.H., gou. Muxanoiiko I.C.
KomyHasnbHe HekoMmepliifiHe mignpuemMctBo «QO6sacHa KiiiHiyHa JtikapHsi [BaHO-
@paHKiBCbKOI 00s1acHOI paAiv», BiffiNneHHs TocmiTasbHOI Hedposorii, M. IBaHO-
@paHKiBCbK

2. | nikap ITactywenko L.IT.
KomyHnanbHe i ATIPUEMCTBO «PiBHeHCBbKa obmacHa KJ/IiHIYHa JIIKapHs
imeni FOpisi CemeHtoka» PiBHeHCBHKOT 06/1acHOI pajid, 06/1acHUI peBMaTOJIOTiYHUM 1IeHTp,
M. PiBHe

3. | K.M.H. CraweBcebka H.B.

ToBapucTBO 3 0OMeXeHOW BiAmoBifanbHicTIO «Meauunuii  1eHTp «/]o6poOyT-
[Monikminika», JIikyBanbHO-fiarHOCTUUHUN 11eHTp «[o6pobyT», ILleHTp KiiHIUHKX
JOCTTiIKeHb, M. KHiB

Howmep Ta fata Hakasy MO3 1ipo
TNpOBeZleHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 1433 Big 16.09.2025

HasBa kniHiuHOTO BUNPOOYyBaHHH,
KO[I, Bepcis Ta jara

«Bigkpute mocmimkeHHs ¢a3m 2 11 OLiHKK Oe3neku Ta eeKTHBHOCTI TperapaTy bByporpyTyr
(TNT119) y natieHTiB 3 mepBUHHOI MeMOpaHO3HOI Hedpomnariero ([IMH)», TNT119-PMN-201,
riornipaska 2 Bif 12 yepsus 2025 p.

3asiBHUK, KpaiHa

TosapucTBO 3 06MexeHo0 BifnosigansnicTio «BIOPACI YKPATHA»

CnoHcop, KpaiHa

Climb Bio, Inc., USA (Kna#im6 Bio, Iak., CIIIA)

B.o. HauasibHUKA PapMaLeBTUYHOT0 YNIPaB/IiHHS Onexkcanap I'PINEHKO

(migrmc) (Bnacue im’s ITIPI3BULLE)



Honatok 19

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

11.10.2025 Ne 1550

InenTudikallist CyTTEBOI MOMpPaBKU

Bporypa gocnigauka ans aresonizymaby (TECENTRIQ®, RO5541267), Bepcis 22 Big nurHs
2025 p.

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 928 Big 15.05.2018;

Ne 1012 Bif 24.05.2021;
Ne 1012 Big 24.05.2021;
Ne 2917 Big 15.12.2020;
Ne 1360 Big 10.06.2020

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«[TogBitine cmime, 6GararolleHTpOBe, paHAoMi3oBaHe gocmimkeHHss 111 da3u pans  oriiHKM
edeKTUBHOCTI Ta Oe3rmeKr HeoaJ ' FoBaHTHOI Tepariii aTe3osizymabom abo miaiebo B komOiHarlii 3
XiMioTeparii€ro Ha OCHOBI TperapariB TIaTHHU Y MAL{i€HTIB 3 orepabenbHUM HeJpiOHOK/II THHHUM
pakom Jjierenb II, IITA i BubGipkoBo IIIB cragii», GO40241, Bepcist 11 Big 05 kBiTHS 2024 p.;
«PanziomizoBaHe, moABiliHe citine, OaratorieHTpoBe (a3u III  moc/izpkeHHS 3aCTOCYBaHHS
ate3omizymaby (aHTu-PD-L1 aHTHTiNI0) TIpOTH TiManebo K aj’tOBaHTHOI Teparii y TIALiEHTIB 3
M’5130BO-iHBa3MBHUM pakOM CEu0BOr'0 MiXypa BUCOKOI'O PU3MKY 3 HasiBHOK LMpKy/morouow [THK
MyXJIMHY Mic/s qucTekToMii», BO42843, Bepcis 9 Big 12 motoro 2025 p.;

«PanziomiszoBaHe, moBiliHe ciiine, maieb0-KOHTPOIbOBaHe AociimkeHHss (a3u I g orfiHku
edeKTUBHOCTI Ta Oe3meyHOCTi aj’FOBaHTHOI Teparii aTe3o/1i3ymaboM abo mtae6o y kombiHaljii 3
TpacTy3ymaboMm emTaHCMHOM Yy maijieHTiB i3 HER2-MO3UTHBHMUM pakoM MOJIOYHOI 3a/03u 3
BHCOKMM DM3MKOM peLUMBY Tic/s nepejornepauiiiHoi Tepamii», WO042633, Bepcis 6 Big 05
mortoro 2025 p.; «PaHmomi3oBaHe, TmTOABiliHe crire, rIalebo-KoHTposiboBaHe (azu 11
JOCTiKeHHs1 aTe30/1i3ymMaldy B moegHaHHI 3 Tiparosymabom (aHTu-TIGIT anTHTi/I0) abo Ge3
tiparosiymaly y Talli€HTiB i3 Hepe3eKTabe/bHOI TIOCKOK/TITHHHOK KapILMHOMOK) CTPaBOXOAY,
yys KapLuHOMa He IporpecyBaja IIiC/sg paJyKajabHOI XiMiOIpoMeHeBOl Teparii», Y042137,
Bepcis 8 Bifg 31 xoBTHs 2024 p.;

«PaHgomi3oBaHe, 1o/iBikiHe criine, rare60-kKoHTpoboBaHe dha3u 11 mocstipkeHHs Tiparoymaoy
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(antu-TIGIT anTUTI/NIO) B KOMOiHaLii 3 aTe30/1i3ymMaboM y TIOpiBHSIHHI 3 T1anie6o B KOMOiHaLii 3
aTe30/1i3yMaboM y TIAIli€eHTIB i3 paHillle HeiKOBAaHUM MiCL[eBO-TIOLIMPEHUM Hepe3eKTabeTbHUM
abo meractatnuHuM PD-L1-celeKTUBHUM He[piOHOK/TITHHHUM PaKoM JjiereHb», GO41717, Bepcis
7 Big 14 nucromnaga 2023 p.

3asBHUK, KpaiHa

ToBapuCTBO 3 0OMeXXEHOI0 BiZIMOBiaIBHICTIO «Polll YKpaiHa»

CrioHCOp, KpaiHa

@.Xodbdmans-JIs Pou JITa, [MBelitiapis

B.o. HauabHNKa @apMalieBTUYHOT0 YIIPaB/IiHHA Onekcanap I'PIHEHKO

(migmuc) (Bnacue im’s TTPI3BUIIIE)



Honatok 20

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

11.10.2025 Ne 1550

InenTudikallis CyTTeBOI MONpaBKU

[HpopmartiiiiHuii MMCTOK TaljieHTa Ta (opma iHGOpPMOBaHOI 3rofM Ha y4yacTb y KIIiHIYHOMY
pnociipkenHi, Bepcis 2.0 Big 01 BepecHs 2025 p., yKpaiHCBKOIO Ta aHI/IIMCBKOIO MOBaMH, [Ist
YKpainu

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 907 Big 30.05.2025

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«docnimkennsi 1 ¢a3u gns ADI-001, cTBOpeHOro 3a /0TOMOIOI TeHHOI iHeHepii a/loreHHUMHU
ramma-gensta (y6) CAR-T-knituHamu, cnpsmoBaHuMu npotu CD20, y gopociux mwoped i3
cucteMHUM ckiepo3om», ADI-001-104, Bepcis 1.0 Big 04 mvcrornaga 2024

3asiBHUK, KpaiHa

ToBapHCTBO 3 06MeKeHO0 BifnosiganbHicTIO «[TBP YKPATHA»

CnoHcop, KpaiHa

Adicet Therapeutics, Inc., USA «Agicet TepanbtoTikc, [HK.», CrionyyeHi ltati AMepUKU

B.o. HauaibHUKa PapMaLeBTUUHOT0 yNIPaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



HopnaTok 21

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

11.10.2025 Ne 1550

InenTudikallis CyTTeBOI MONpaBKU

ATecTaljis OLiIHKA Ha TIariepoBOMY HOCii [jis 300py /[JaHUX 3 MeTOH eJIeKTPOHHOI OLIiHKU
pe3ysibTaTiB niKyBaHHs (eCOA), Bepcis 1.0 Bif 27 cepriHs 2025 poKy, YKpaiHCbKOK MOBOIO

Howmep ta fara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 1433 Bif 16.09.2025

Hasga kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta ziara

«PaHgomi3oBaHe, BikpuTe, bararorieHTpoBe KiiHiuHe mocmimkedds 111 da3m ais owinku 6e3meku
Ta edektuBHOCTI MK-1084 y KoMmOiHaljii 3 MiJgIIKipHUM BBeIeHHSAM TieMOposizymaby Ta
Oeparianyponifasu anbha (MK-3475A) y nopiBusiHHI 3 MK-3475A y KoM0iHallii 3 mpernapatamu
ximioTeparmii memeTpekcefoM / TIIaTHHOH (KapOoriaTMHOM abo LWCIUIaTHHOM) Y SIKOCTi
MKyBaHHSI ~TIepIioi JiiHil [y y4YacHUKIB i3 pO3MOBCIO/KeHUM abo MeTacTaTUYHUM
HeryiocKokaiTHHHUM HJIPJT i3 myranieto KRAS G12C (KANDLELIT-007)», MK-1084-007,
Bepcist 00 Big 27 uepBHs 2025 poky

3asBHUK, KpaiHa

ToBapuCTBO 3 00MeXXeHO0 BiznoBifanbHicTI0O « MCJI YKpaiHa»

CrioHCOp, KpaiHa

TOB Mepk lapn ern Joym, CIIIA (Merck Sharp & Dohme LLC, USA)

B.o. HauanbHNKa PapMaLeBTUYHOI0 YNIPaB/IiHHA Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HopnaTok 22

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

11.10.2025 Ne 1550

InenTudikallis CyTTeBOI MONpaBKU

36i/bIIeHHs KiTbKOCTi cy0’eKTiB focimkeHAs B YKpaiHi 3 14 1o 40 ocib (gogatkoBo 26 ocib)

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 1187 Big 29.07.2025

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCis Ta faTa

«Bigkpute pangomizoBaHe AocsimpkeHHs1 a3y 2a B ABOX YaCTHHAX /IS OL[iHKM 0e3reuHoCTi Ta
edexTrBHOCTI Tiperiapaty OD-07656 3 mojanbliol Tepari€lo BefosizymMaboM y TMalli€HTiB 3
BUPa3KOBUM KOJIITOM CepeHbOr0 Ta BaXKKOI'0 CTYIIEHIO TsDKKOCTI», OD-07656-201, Bepcis 2.0 Bif
11 mrotoro 2025 poky.

3asBHUK, KpaiHa

TOB «biomanac», Ykpaina

CrioHCOp, KpaiHa

«Opiccet Tepamn'totikc, IHK.»/ Odyssey Therapeutics, Inc., CIITA

B.o. HauanbHNKa PapMaLeBTUYHOI0 YNIPaB/IiHHA Onekcanap I'PIHEHKO

(nigruc) (Bnacue im’s TIPI3BUIIIE)



HonmaTok 23

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

11.10.2025 Ne 1550

InenTudikallis CyTTeBOI MONpaBKU

OnoBnenuit Ilporokon kKniHiuHoro mpochimkenHs CND261-101, Bepcis 4.0 Bim 27 cepriHs
2025 poky, aHTJificbKoro MoBOIO; IH(opmariis s maijienta i dopma iHdbopMoBaHOi 3roau 3
JI03BOJIOM Ha BUKOPHWCTAHHS i PO3KPUTTS 3axWILEHUX MeJWYHUX JaHUX [/ Lijed HayKOBUX
JociipkeHb, OcHOBHa, Bepcia 2.0 Big 27 cepnHa 2025 poky, A1 YKpaiHW, Ha OCHOBI MaiucTep-
Bepcii OcHoBHOI hopmu iHdOpMOBaHOI 3roiy Ha yuacTb y gociipkeHHi CND261-101, Bepcis 3.0
BiA 27 cepriHs 2025 poKy, aHITIMCHKOK Ta YKPaiHCHKOK MOBaMU

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1271 Big 11.08.2025

HasBa kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«Bigkpure OarartoiieHTpoBe AoCmipKeHHs ¢asu 1b ans orjinku 6Ge3rneyHOCTi, TEPEHOCUMOCTI,
dapmakokiHeTUKH, ¢apMakoJWHaMiKd, iIMyHOTe€HHOCTi 1 TIOrepefHbOI OL[iHKK  KJIiHIiUHOl
akTUBHOCTI Iperiapaty CND261 y mnaij€HTiB i3 Ceporo3suTHBHUM pPeBMaTOIHUM apTPUTOM»,
CND261-101, Bepcis 3.0 Big 08 kBiTHs 2025 poKy

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIUVIOPATOPI MEICIH», YKpaiHa

CnoHcop, KpaiHa

Kangin TepanstoTikc, Ink., CIIA/ Candid Therapeutics, Inc., USA

B.o. HauasibHUKa PapMaLeBTUYHOT0 yNIPaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



