Jomatox 1
70 Haka3zy MiHicTepcTBa OXOPOHHU 3JI0POB’S

Vkpainu «[Ipo mnpoBeAeHHsS KIIHIYHOTO
BUINIPOOYBAHHS JIKapChKOTO 3aco0y,
3aTBEP/UKCHHSI  CYTTEBHX  IIONPAaBOK  Ta

BHECEHHs 3MiH 10 goaatka Ne 19 no Hakasy
MinicTepcTBa OXOpOHM 3/0pOB’S YKpaiHU
Bix 12 tpaBHsa 2026 poky Ne 608»

29.05.2026 Ne 718

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«BinkpuTte, 6araToreHTpoOBE, MPOIOBKEHE TOCITIKEHHS 32 YYacTIO MAIlI€HTIB, SKI paHinie Opaiu
y4acTh y JIOCIIPKEHHSIX, CIIOHCOPOBAHUX KoMraHieo «J[xeHentek» ta/abo «d.Xoddbmanu-JIa
Pom JIt», kon mocuimkenns BX44273, Bepcis 6 Bin 07 aucromana 2025 p.

3asBHUK, KpaiHa

ToBaprCTBO 3 0OMEKEHOI0 BiAMOBIAAIBbHICTIO «Pom Ykpaina»

CnoHncop, kpaiHa

@.Xodppmann-JIs Pom JIta, HIseitmapis

[Tepenik qocmiaKyBaHUX JIKAPCHKUX
3ac00iB JiKapceka Gpopma,
JI03yBaHHS, BUPOOHHUK, KpaiHa

ATte3omizymab (Atezolizumab, Tenentpuk®, Tecentriq®) (RO5541267; SUB178312, 1380723-
44-3, MPDL3280A; are3omizymad (atezolizumab)); KoOHUIEHTpaT Ui pO3YHMHY IS
BHYTpilIHbOBeHHUX 1H(Dy31l (1200 mr/20 mut); 60 mr/mi; Roche Diagnostics GmbH, Germany;
F. Hoffmann-La Roche AG, Switzerland;

Tiparonymab (Tiragolumab, Tuparomyma6) (RO7092284/F03-01; SUB181747, SUB197861,
1918185-84-8, MTIG7192A, anti-TIGIT, aTIGIT, PRO400402, 4.1D3, RO7092284; tiparoixymab
(tiragolumab)); KOHIEHTpaT i1 PO3YMHY JJsl BHYTPIIIHbOBEeHHMX 1HQY3ii (600 mr/10 wmu);
60 mr/mi; F. Hoffmann-La Roche AG, Switzerland;

Imaracepri6 (Ipatasertib) (RO5532961; RO5532961/F16-01, RO5532961/F17-01, 1001264-89-6,
1489263-16-2, GDC-0068.23, R05532961-001, GDC-0068, R0O5532961-000, G-035608;
imaracepti0  (ipatasertib));  TaOnerkw, BKpPHUTI IUTIBKOBOK  oOojoHkOK; 100  mr;
F. Hoffmann-La Roche AG, Switzerland;

Imaracepri6 (Ipatasertib) (RO5532961; RO5532961/F16-01, RO5532961/F17-01, 1001264-89-6,
1489263-16-2, GDC-0068.23, R05532961-001, GDC-0068, R0O5532961-000, G-035608;

imaraceptio  (ipatasertib));  TaOnerku, BKpPHUTI  IUTIBKOBOW  oOosoHKOK; 200  wMr;
®.Xodbdpmann-JIs Pour JIta, [seiuapis
Bianosinanpauii (1) 1ocmigHuK (¥) 1) nikap loponina M.B.

Ta Miciie (51) IpOBEIeHHS
BUIIPOOyBaHHs B YKpaiHi

TOBAPUCTBO 3 OBMEXEHOIO BIATIOBIJAJIBHICTIO «APEHCIA EKCIIJIOPATOPI
MEJICIH», Biaais KIHIYHUX A0CTipKeHb MeauuHoro neHTpy, M. Kuis

[IpenapaTy mOpiBHSAHHS, BAPOOHHUK
Ta KpaiHa




MPOJIOBXKEHHs Joaarka 1

CymnyTHi MaTepianu/mpenaparu
CYIyTHBOI Teparnii/ropuandna abo
¢iznuna oco0a, sKa Jie 3a
JIOBIPEHICTIO, SIKY HaJIaB CIIOHCOP Y1
3asIBHUK HA BBE3CHHS
JIOCJTIJDKYBaHUX JIIKAPCHKUX 3aC001B
Ta CYNyTHIX MaTepiajiB

Haponyrtamin (Darolutamide, HyGeka, Nubeqa®) (mapomyramin (darolutamide)); rtabierkw,
BKPHTI TUTIBKOBOIO 000J10HKOI0; 300 Mr; Orion Corporation, Finland

Havanbank ®@apManeBTHYHOI0 YIPaBJIiHHSA Ounexkcanap I'PIHEHKO

(i amc) (Bnacue im’st ITIPI3BUIILE)



Jomatox 2
70 Haka3zy MiHicTepcTBa OXOPOHHU 3JI0POB’S

Vkpainu «IIpo mpoBeaeHHS KIIHIYHOTO
BUINIPOOYBAHHS JIKapChKOTO 3aco0y,
3aTBEP/UKCHHSI  CYTTEBHX  IIONPAaBOK  Ta

BHECEHHs 3MiH 10 goaatka Ne 19 no Hakasy
MinicTepcTBa OXOpOHM 3/0pOB’S YKpaiHU
Bix 12 tpaBHs 2026 poky Ne 608»

29.05.2026 Ne 718

InenTrdikamist CyTTEBOI MOMPABKU

OnoBnennii npotokoi kiiHiuHOTo BUnpoOyBanHs TNT119-PMN-201, nonpaska 3 Bix 06 motoro
2026 poky, aHTTiHCBKOI0 MOBOIO; [HopMartiitHuii muctok 1 popma iHhHOpMOBaHOT 3rOIH MAlli€HTA,
s Ykpainu, Bepcis 2.1 Big 19 mrotoro 2026 poky. Ilepexian ykpaiHCEKOI MOBOIO Bij 25 JIOTOTO
2026 poky; Indopmarniiinuit 1ucTok 1 hopma iHPOPMOBAHOI 3roAM MAIli€eHTa, ISl Y KpaiHH, Bepcis
2.1 Big 19 motoro 2026 poky, aHTiiChKOI0 MOBOIO; [H(pOpMaIiiiHmMiA TUCTOK 1 popma iHpopMoBaHOT
3roAu JJs BariTHOI ywyacHMIi/mapTHepa, it Ykpainu, Bepciga 2.1 Big 10 Oepesns 2026 poky.
[Tepexman ykpaiHchkor MOBOIO Bim 17 Oepe3ns 2026 poxy; [adopmaniiinuii TUCTOK 1 Gopma
iH(hOopMOBaHOI 3roJu Ui BariTHOI ydyacHHII/mapTHepa, [uisl YKpainu, Bepcia 2.1 Big 10 6epesns
2026 poKy, aHTJIIHCHKOIO MOBOIO; 301IBIIICHHS KITBKOCTI ydacHHKIB 3 20 ocib (12 panmomizoBaHuX)
10 30 oci6 (moxgatkoBo 10 yyacHukiB) B YKkpaiHi; [HCTpyKIil Ta 10eHHUK A 30UpaHHs 1000BOi
ceui B Mexkax pociipkeHass TNT119-PMN-201, sepcis 2.0 Big 27 motoro 2026 poky, yKpaiHCEKOIO
MOBOIO, TepeKaj yKkpaiHChbkoro MoBOK Bif 06 OGepesns 2026 poky, 3MiHa Ha3BU KIIHIYHOTO
BUNIPOOYBaHHSI:

npenapaty bynonpytyr (TNT119) y namienris
3 TMEPBMHHOI MEMOpPAaHO3HOI HedponaTiero
(IIMH)»

bYJIO CTAJIO
«Bigkpute gocmimxeHHs a2 g | «Bigkpute  gocmimkeHHs a2 A
OLIIHKH Oe3nexu Ta €(EeKTHUBHOCTI | OL[IHKH 6e3nexu Ta e(peKTUBHOCTI

npenapaty bynonpytyr (TNT119) y namienTis
3 TNEpPBHUHHOI MEMOpPaHO3HOI HeppomnaTtiero
(PrisMN)»

Howmep Ta nara nakazy MO3 mpo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1433 Big 16.09.2025

Ha3sBa kiiHiuHOTO BUIPOOYBaHHS,
KOJI, Bepcis Ta jara

«Biakpure pocmipkeHHs $a3u 2 i ouiHKU Oe3neku Ta eheKTHBHOCTI npenapary byaompyrtyr
(TNT119) y nauieHTiB 3 nepBuHHOIO MeMOpaHo3HOoI0 Hedponariero (IIMH)», TNT119-PMN-201,
nonpaska 2 Big 12 yepsus 2025 p.




POJIOBXKEHHS JoJaTKa 2

3asiBHUK, KpaiHa ToBapucTBO 3 06MexkeHoI0 BinnosiganpHicTio «BIOPACI YKPATHA»
CnoHcop, KpaiHa Climb Bio, Inc., USA (Kimaiim6 bio, Iuk., CIIIA)
Havanbauk ®apManeBTHYHOIO YIIPABJIiHHS Ouaekcanap 'PIHEHKO

(migmuc) (Bnacue im’s TTIPI3BUILIE)



Jonmatok 3

10 Hakazy MiHICTepCTBa OXOPOHU 370POB’S
Vkpainu «IIpo mpoBeaeHHS KIIHIYHOTO
BUINIPOOYBAHHS JIKapChKOTO 3aco0y,
3aTBEP/KCHHS  CYTTEBUX  IONPABOK  Ta
BHECEHHs 3MiH 10 goaatka Ne 19 no Hakasy
MinicTepcTBa OXOpOHM 3/0pOB’S YKpaiHU
Bix 12 tpaBHs 2026 poky Ne 608»

29.05.2026 Ne 718

InenTrdikamist CyTTEBOI MOMPABKU

JIucr-po3’sichenHss Bim 22 TpaBHs 2025 poxy mo IIpoTokoiy KIiHIYHOTO BHIIPOOYBaHHS
BJT-778-001, Bepcis 5.0, mompaBka 4, Bim 12 OGepe3ns 2025 poky, aHIIINCHKOIO MOBOIO;
JIucr-po3’sicuenns Bim 30 Bepecust 2025 poky no IIporokony KIiHIYHOTO BHIIPOOYBaHHS
BJT-778-001, Bepcis 5.0, mompaBka 4, Bim 12 OGepe3ns 2025 poky, aHIIINCHKOIO MOBOIO;
JIucr-po3’sicuenHs Binm 25 mucromama 2025 poky no IlpoTokonry KIIIHIYHOTO BHIIPOOYBaHHS
BJT-778-001, Bepcis 5.0, mompaska 4, Bixg 12 6epesns 2025 poky, aHriiiicbkoro MoBoro; bpomrypa
nocmigauka bpenosityr (Brelovitug), Buganns 4 Big 04 rpynas 2025 poky, aHTIIiHCHKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 742 Bin 17.04.2023

Ha3sBa kiiHiuHOrO BUNpOOYBaHHS,
KOJ1, Bepcis Ta jara

«®aza 1/2a, panmomizoBaHe, IUIANE00-KOHTPOILOBAHE JMOCTIHKCHHS I OIIIHKH O€3MeKH,
NEePEHOCUMOCTI, (hapMaKOKIHETUKH Ta MPOTHBIPYCHOT akTUBHOCTI npenapary BJT-778 y 3mopoBux
NO0OPOBOJIBIIIB Ta MAIIEHTIB 13 XpOHIYHOIO 1H(EKIII€I0 BipyCy renatuTy B, Bkirouaroun NaifieHTiB 13
XpOHIYHOIO iH(eK1iero Bipycy renatuty D», BJT-778-001, Bepcis 5.0, nonpaska 4, Bix 12 6epe3Hs
2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIVIOPATOPI MEAICIH», Ykpaina

CnoHcop, KpaiHa

bmoxeit TepanbroTike, IHK. [Bluejay Therapeutics, Inc.], CIIIA

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHS Ouaekcanap 'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)



Jonmaroxk 4

10 Hakazy MiHICTepCTBa OXOPOHU 370POB’S
70 Haka3y MiHicTepcTBa OXOPOHH 370POB’S
Vkpainu «[Ipo npoBeaeHHS KIIHIYHOTO
BUIIPOOYBaHHS JKapChKOTro 3aco0y,
3aTBEp/PKEHHS  CYTTEBUX IIONPAaBOK  Ta
BHECEHHs 3MiH 110 goxatka Ne 19 mo Hakazy
MiHicTepcTBa OXOPOHHM 3JI0pPOB’S  YKpaiHu
Bix 12 tpaBHs 2026 poky Ne 608»

29.05.2026 Ne 718

InenTudikariis cyTTeBOi MOMpPaBKU

Bbpomrypa [locmignuka npemapaty BAY 2757556 (Vitrakvi®, Larotrectinib), Bepcis 13.0 Bifg
11 6epesns 2026 p.

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 1102 Bix 02.06.2021

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«Jlocmimxenns 1/2 ¢asu 3acrocyBanss nepopanbHoro inriditopy TRK mapoTtpekTiniOy y mamienTis
IUTSYOTO BIKY 3 MPOTPEeCYOYMMH COJIAHUMH MyXJHHaMH a00 TEpPBUHHUMH ITyXJIWHAMU
LIEHTpaIbHOI HEpBOBOi cuctemMu», No. BAY 2757556 / 20290, Bepcis 15.0 Big 03 6epesns 2023 p.

3asiBHUK, KpaiHa

TOB «baiiep», Ykpaina

Cnoncop, kpaiHa

baiiep Konceromep Kep AT, [lIBeiinapis

Havanbank ®@apManeBTHYHOI0 YIPaBJIIHHSA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



JlomaTok 5

10 Hakazy MiHICTepCTBa OXOPOHU 370POB’S
Vkpainu «IIpo mpoBeaeHHS KIIHIYHOTO
BUINIPOOYBAHHS JIKapChKOTO 3aco0y,
3aTBEP/KCHHS  CYTTEBUX  IONPABOK  Ta
BHECEHHs 3MiH 10 goaatka Ne 19 no Hakasy
MinicTepcTBa OXOpOHM 3/0pOB’S YKpaiHU
Bix 12 tpaBHs 2026 poky Ne 608»

29.05.2026 Ne 718

Inentudikariist CyTTEBOI MOMPaBKU

®opma iHPoOpMOBaHOT 3roaM JUISl TMPOAOBXKEHHsS JIIKYBaHHS YYaCHUKIB BHUIPOOYBaHHS
[DI3 (mpoaoBKEHHS PO3MKUPEHOT YACTHHH JIIKYBaHHS) JJIs1 yYaCHHUKIB BUTPOOYBaHHS |, 7151 YKpaiHu
Bepcii 1.0 Bim 09 kBiTHf 2026 pOKy YKpaiHCHKOIO, aHIJIIHCHKOIO Ta POCIMCHKOI MOBaMH;
[IpomoBkeHHs TEPMiHY IPOBEIEHHS KIiHIYHOTO BUMPOOYBaHHs B YKpaiHi 10 29 uepsus 2029 poky;
3MiHa Ha3BU MiCLisl IPOBEICHHsI KJIIHIYHOTO BUIIPOOYBaHHS:

BYJIO CTAJIO
nikap ['opaienko O.B. 3aB. Bia. ['opaienko O.B.
Komynanene minmpuemctBo — «IlonraBchka | Komynanene — mimnmpuemctBo — «IlonmTaBchka
obyacHa KJIIHIYHA JikapHs | o0JacHa KJIIHIYHA JKapHS

im. M.B. Cxiidgocosepkoro IlonraBcbkoi | iM. M.B. CxiidocoBebkoro IlonraBcekoi
o0nacHOi paan», peBMATOJIOTIUHE BIJJIIJICHH, | O0JIacHOI  pagw», OOJIacCHUM  JIiKyBaJlbHO-
M. [TonrraBa JIarHOCTUYHUN  PEBMATOJIOTIYHUN  IEHTP,
M. ITosraBa

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1896 Bix 27.08.2019

HasBa kiiHiYHOTO BUIPOOYBaHHH,
KOJ, BepcCis Ta faTa

«PannomizoBane nojgiiiHe ciine pociikenns 11 gasu, g nopiBHsAHHS npenaparty Picankizymat
3 muanebo y MHalieHTiB 3 akTUBHUM ncopiaTuuHuM aptputoM (IICA), ski maoTh B aHaMHe3l
HEa/IeKBaTHY BIANOBiAb MNPUHAWMHI Ha OJUH XBOPOOOMOAM(DIKYIOUMH MNPOTHPEBMATHUHUI
npenapar (XMIIPIT) a6o ioro nenepenocumictsh (KEEPSAKE 1)», M16-011, Bepcis 7.0 Big
10 >xoBTHA 2024 poky

3asBHHUK, KpaiHa

«E66B1 biodhapmacsroTikan3 I'm6X», [lIBeiiapis

CnoHcop, KpaiHa

AbbVie Inc., USA/ E66BI [uk., CHIA

Havanbuuk @apManeBTHYHOI0 YIPABIiHHS Ouaekcanap 'PIHEHKO

(mignuc) (Bnacue im’st [TIPI3BUILLE)



JlomaTok 6

10 Hakazy MiHICTepCTBa OXOPOHU 370POB’S
Vkpainu «IIpo mpoBeaeHHS KIIHIYHOTO
BUINIPOOYBAHHS JIKapChKOTO 3aco0y,
3aTBEP/KCHHS  CYTTEBUX  IONPABOK  Ta
BHECEHHs 3MiH 10 goaatka Ne 19 no Hakasy
MinicTepcTBa OXOpOHM 3/0pOB’S YKpaiHU
Bix 12 tpaBHs 2026 poky Ne 608»

29.05.2026 Ne 718

InenTrdikamist CyTTEBOI MOMPABKU

Bpomypa nocmigauka mociimxkyBanoro nikapcekoro 3acody JIDKMCEJIEKA® (JYSELECA®)
(®inrortini6 (GS-6034)), Bunanns 20 Big 18 6epe3ns 2026 poky aHIITIHCHKOI MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 423 Bin 12.04.2017

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«JloBrorpuBane mMOMOBKEHE JOCIIIKEHHS s OI[iHKKA Oe3neku Quirorinidy B MaIi€HTIB 13
BUpa3KoBUM KoJitom», GS-US-418-3899, 3 imkopmopoBaHoro mompaBkoto 13 Bixg 22 cepmHs
2024 poky

3asBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «DPAPMACBIOTIKAJI PICEPY
ACCOYIIMENTC YKPATHA» (TOB «®PA YKPAIHA»)

Cnoncop, kpaiHa

Galapagos NV, benbris

Havanbank ®@apManeBTHYHOI0 YIPaBJIIHHSA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jlonatok 7
70 Haka3zy MiHicTepcTBa OXOPOHHU 3JI0POB’S

Vkpainu «IIpo mpoBeaeHHS KIIHIYHOTO
BUINIPOOYBAHHS JIKapChKOTO 3aco0y,
3aTBEP/UKCHHSI  CYTTEBHX  IIONPAaBOK  Ta

BHECEHHs 3MiH 10 goaatka Ne 19 no Hakasy
MinicTepcTBa OXOpOHM 3/0pOB’S YKpaiHU

Bix 12 tpaBHs 2026 poky Ne 608»
29.05.2026 Ne 718

InenTrdikamist CyTTEBOI MOMPABKU

[adopmarniitauii aucTOK ydacHHKa i ¢opma iHGOPMOBAHOI 3roaW UIsl ydacTi B KIIIHIYHOMY
nocaimkenni CLI-05993AA9-01, sepcis 3.0 Bixg 20 kBiTHs 2026 poky i YKpaiHH, aHTTIHCHKOIO
MOBOI0; [HpOpMaLiiHUI TUCTOK ydacHHKA 1 hopMa iHPOPMOBAHOT 3r0IU IS YIaCTi B KIIHIYHOMY
nocaimkenni CLI-05993AA9-01, sepcis 3.0 Big 20 xBiTHa 2026 poky ans YKpaiHu, yKpaiHCbKOIO
MoBoto; Jlogarok o [ndopmariiitnoro nmcra yyacHuka i popmu iHHOpMOBaHOI 3roAx IS y4acTi B
kiiniyHoMy gociimkeHHi CLI-05993AA9-01, Bepcisa 1.0 Bix 20 kBiTHs 2026 poky mis YKpaiHu,
aHTIiHChKOI0 MOBOM; [lomaTok no [HdopmariiiHoro MrcTa y9acHuka i Gopmu iHHOPMOBAHOT 3rOAH
1t ydacti B kiniHiuHomy fnociimkenHi CLI-05993AA9-01, sepcis 1.0 Bix 20 kBitHst 2026 poky auns
VYkpainu, yKpaiHCBKOI MOBOK; 3MiHAa BiJMOBIIATBLHOTO MJOCTIJIHUKA Yy MICIIl IPOBEICHHS

KJIIHIYHOTO BUITPOOYBaHHS:

bYJIO

CTAJIO

K.M.H. Murosuu B.B.
KomyHanpbHe HekoMepIliiiHe
«llentpanbHa  Michka
IBaHO-®paHKIBCHKOI
TepaneBTUYHE

M. IBaHO-®DpaHKIBChK

M1IITPUEMCTBO
KIIiHIYHA  JIIKapHS
MICBKOT panm»,
BIJUTIJIEHHS Nel,

nikap Kipeesa [JI.

KomyHnanbHe HekomepuiiiHE MiIMPHUEMCTBO
«lenTpanbHa  MicbKa  KJIIHIYHA  JIIKapHS
IBaHO-PpaHKIBCHKOT MICBKOI1 panu»,
TepaneBTUYHE BITIIEHHS Nel,
M. IBaHo-®paHKIBChK

JI.M.H., po¢. "aBpucrok B.K.

HepxaBHa yCTaHOBa «HarrionanpHMI
HAYKOBUH LIEHTp (TU3iaTpii, MyIbMOHOJIOTIT Ta
ajeproJyiorii  iMeHi OI. SlHOBCBKOTO
HamionaneHoi akajgemii MEOUYHHUX  HayK
Ykpainny», BI1I1IEHHS THTEePCTUIIIHHUX
3aXBOPIOBaHb JiereHb, M. KuiB

I.M.H. [[31001mk 5.0.

HepxaBHa yCTaHOBa «HarionanpHUI
HAYKOBUH HEHTp (PTu3iaTpii, MyJIbMOHOJIOTI] Ta
aneprosorii  imeni  @.I. SAHOBCHKOTO
HamionaneHoi  akajgemii MEOUYHHUX  HAyK
Ykpainmy, BIJUIIJIEHHS IHTEPCTUIIIHHUX
3aXBOPIOBaHb JiereHb, M. KuiB




MIPOJIOBXKEHHS JoaTKa /

Howmep ta nata nakazy MO3 npo Ne 51 Big 15.01.2026

MIPOBEACHHS KJIIHIYHOTO

BUNIPOOYBaHHS

Ha3pa kiiniunoro BunpoOyBanns, | «®aza II, MikHapomHe, OaraTtolieHTpOBE, TOJIBiiiHE CIimne, paHIOMI30BaHE, KOHTPOJIbOBAHE

KOJI, BepcCis Ta JaTa AKTUBHUM TIpENapaTtoM, TPHOXETAIHE NEePeXpecHe OCHIDKCHHS IS OLIHKH TepareBTUYHOI
€KBIBaJICHTHOCT1 J030BaHOr0 aeposojibHOro iHransatopa CHF5993 3 nmozamm 100/6/12,5 mxkr
HFA-152A y mnopiBHsSHHI 3 [1030BaHUM aepo3oibHUM iHramaropom CHF5993 3 noszamu
100/6/12,5 mxr HFA-134A y nartieHTiB 13 OpOHXiaJIbHOIO aCTMOIO JIETKOTO Ta CEPEAHBOTO CTYIICHS
TsokKocTi (mocmimkenHs TRECONY)», CLI-05993AA9-01, Bepcis 2.0 Big 21 numuas 2025 poky

3asBHUK, KpaiHa TOB «®OPTPIA JIEBEJIOIIMEHT YKPAIHA»

CnoHncop, kpaiHa «K’e31 DapmarieBtivi C.im.A», [Tamis

Havanbuuk ®apManeBTHYHOTO YIPaBJIiHHS Ouekcanap 'PIHEHKO

(migmuc) (Bnacue im’st ITIPI3BUIIIE)



Jomatox 8

10 Hakazy MiHICTepCTBa OXOPOHU 370POB’S
Vkpainu «IIpo mpoBeaeHHS KIIHIYHOTO
BUINIPOOYBAHHS JIKapChKOTO 3aco0y,
3aTBEP/KCHHS  CYTTEBUX  IONPABOK  Ta
BHECEHHs 3MiH 10 goaatka Ne 19 no Hakasy
MinicTepcTBa OXOpOHM 3/0pOB’S YKpaiHU
Bix 12 tpaBHs 2026 poky Ne 608»

29.05.2026 Ne 718

InenTrdikamist CyTTEBOI MOMPABKU

Marepianu Ui y4acHUKIB JOCHIIpKEHHS: YEKIMCT JUisi MATOTOBKU 10 Bi3uTy, Bepcis 1.0 Bixg
22 xoBTHA 2025 poky (YKpaiHCHKOIO Ta POCICHKOIO MOBAMH )

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1433 Big 16.09.2025

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PanjomizoBaHe, TOJBIMHE cJine, IUane00-KOHTPOIbOBaHe JOCHikeHHs ¢asu 2b, mo
MIPOBOJMTHCS Y MapalieIbHUX Ipynax 3 METOI OIIHKH €(EKTUBHOCTI Ta OE3MEYHOCTI BEPEKITYTY
(UPB-101) B y4acHHKIB i3 XpOHIYHHM OOCTPYKTHBHHM 3aXBOPIOBaHHAM JiereHs (XO3JT) momipHOro
abo tsoxkoro crymneHs», UPB-CP-06, Bepcis 2.0 Bix 13 mucronana 2025 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa

Upstream Bio, Inc., USA/Anctpim bio, Ink., CIITA

Havanbank ®@apManeBTHYHOI0 YIPaBJIIHHSA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jomatok 9

10 Hakazy MiHICTepCTBa OXOPOHU 370POB’S
Vkpainu «IIpo mpoBeaeHHS KIIHIYHOTO
BUINIPOOYBAHHS JIKapChKOTO 3aco0y,
3aTBEP/KCHHS  CYTTEBUX  IONPABOK  Ta
BHECEHHs 3MiH 10 goaatka Ne 19 no Hakasy
MinicTepcTBa OXOpOHM 3/0pOB’S YKpaiHU
Bix 12 tpaBHs 2026 poky Ne 608»

29.05.2026 Ne 718

InenTrdikamist CyTTEBOI MOMPABKU

Jlocke nmocmipkyBaHoro Jikapcbkoro 3acody SPY001-001 (IMPD-Quality), pemakmis 11.0 Bin
13 xBitHa 2026 p.; I[logoBkeHHs TepMiHYy MNPUIATHOCTI JOCHIKYBAHOTO JIKApPCHKOTO 3aco0y
SPY001-001, koHIEHTpAT Il MPUTOTYBAaHHS PO3UMHY st iHQY3iH, 150 mr/mm (300 mr / 2 M)
3 30 mo 36 wicsauiB. (Crocyerbes: JlomaTky [0 MNPOTOKONY KIIHIYHOTO BHUIPOOYBaHHS
SPY123-201, mo onmcye KOHKpETHE BTpydYaHHS i3 3acTocyBaHHAM npenapaty SPYO001, penakiis
1.1 Bim 30 tpaBus 2025 p.; JomaTky mo mpoTokony KiiHiuHOro BHmpoOyBaHHS SPY123-201,
0 OIMCYE€ KOHKPETHE BTPydYaHHs i3 3acTocyBaHHAM KoMmOiHarii SPY 120, pemakmis 1.0 Bixg
21 cepnus 2025 p.; JonaTky 10 npoToKoy KiiHiuHOro BunpoOyBaHHs SPY123-201, mo onucye
KOHKpETHE BTpYYaHHs i3 3acrocyBaHHsIM komOiHatii SPY 130, penaxmis 1.0 Bix 31 xoBtHs 2025 p.)

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1271 Big 11.08.2025;
Ne 1832 Bix 02.12.2025;
Ne 458 Bin 03.04.2026

Ha3Ba kuiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«IInatpopmue nocnimxerss Il ¢pa3u 3 omiHKM ePeKTUBHOCTI i 6€3MEYHOCTI AaHTUTL TPUBAJIOT 1T
IIPU 3aCTOCYBaHHI B peXXHMI MOHO- a00 KOMOIHOBaHOI Teparlii 3 MPUBOJY CEPEAHbOTSHKKOro abo
TSOKKOTO Tepediry BHPa3KOBOTO KOJITY B akTWUBHIM ¢opmi», SPY123-201, OcHOBHHI TTPOTOKOI
KiiHiyHOro BUnpoOyBaHHs SPY123-201, pemakuis 1.2 Bim 04 uepBHa 2025 p.; Homarok a0
MPOTOKOJIy KJiHIYHOro BurnpoOyBaHHs SPY123-201, mio onucye KOHKpeTHE BTPYYaHHS 13
3actocyBaHHAM npenapaty SPY001, pexgaxuis 1.1 Bix 30 TpaBus 2025 p.;

«IInatdopmue nocnimxerss Il ¢ha3u 3 omiHku ePeKTUBHOCTI i 6€3MEYHOCTI AaHTUTL TPUBAJIOT 1T
IIPU 3aCTOCYBaHHI B peXHMi MOHO- a00 KOMOIHOBaHOI Teparlii 3 MPUBOJY CEPEAHbOTSHKKOro abo
TSOKKOTO Iepediry BHPa3KOBOTO KOJITY B akTWUBHIM ¢opMmi», SPY123-201, OcHOBHHI TTPOTOKOI
kiiHiuHOrOo BUnpoOyBaHHs SPY123-201, pemakuis 1.2 Bim 04 uepBHa 2025 p.; Homatok a0
MPOTOKONIy KJiHIYHOro BumpoOyBaHHs SPY123-201, mo onucye KOHKpeTHE BTPYYaHHS 13
3actocyBaHHAM KoMmOiHatii SPY 120, penakuis 1.0 Bix 21 cepnus 2025 p.;

«IInatdopmue nocnimxerss Il ¢hazu 3 omiHku ePeKTUBHOCTI i 6€3MEYHOCTI AaHTUTL TPUBAJIOT i
IIPU 3aCTOCYBaHHI B peXMMi MOHO- a00 KOMOIHOBaHOI Teparlii 3 NPUBOJY CEPEAHbOTSHKKOrO abo
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TSOKKOTO Tepediry BHPa3KOBOTO KOJITY B akTUBHIiNM ¢opmi», SPY123-201, OcHOBHHI TTPOTOKOI
KiiHIYHOTO BUNpoOyBaHHsa SPY 123-201, penakmis 1.2 Big 04 yepsus 2025 p.; Jonarok, mo onucye
KOHKpETHE BTpY4aHHs i3 3acrocyBaHHAM koMmoOinarii SPY 130, penakuis 1.0 Big 31 sxoBTHA 2025 p.;
Jlonatok, o0 OomMCcy€e KOHKPETHE BTPYUYaHHs 13 3acTocyBaHHAM komoOiHalii SPY230, pexaxiis 1.0
Bix 31 sxoBTHs 2025 p.

3asBHUK, KpaiHa TOBAPHCTBO 3 OBMEXEHOIO BIJIIIOBITAJIBHICTIO «ITI EC AU-YKPATHA»
CnoHncop, kpaiHa «Cnaep Tepan’rotike, [Hk.» [Spyre Therapeutics, Inc.], CIITIA
Havanbank @apmManeBTHYHOI0 YIPaBJIiHHSA Ounexcanap I'PIHEHKO

(i amc) (Bnacue im’st ITIPI3BULIE)



Jomatok 10

10 Hakazy MiHICTepCTBa OXOPOHU 370POB’S
Vkpainu «IIpo mpoBeaeHHS KIIHIYHOTO
BUINIPOOYBAHHS JIKapChKOTO 3aco0y,
3aTBEP/KCHHS  CYTTEBUX  IONPABOK  Ta
BHECEHHs 3MiH 10 goaatka Ne 19 no Hakasy
MinicTepcTBa OXOpOHM 3/0pOB’S YKpaiHU
Bix 12 tpaBHs 2026 poky Ne 608»

29.05.2026 Ne 718

InenTudikariis cyTTeBOi MOMpPaBKU

OHnHoBIleHE JOChEe TOCTiAKyBaHOTO Jikapchkoro 3acody MK-1084, Bepcis 093HDQ Big 23 G6epesns
2026 poKy, aHTITIHCHKOID MOBOK; BKIIFOUEHHS T0IATKOBOTO MICI IPOBEICHHS KIIIHIYHOTO
BUIIPOOYBaHHS:

Ne I1.1.B. BiAIIOBIIaJIbHOTO AOCIIITHUKA

/11 Ha3zBa micIisg npoBeieHHS KJIIHIYHOTO BUIPOOYBaHHS

1. | mikap Kymuk C.O.

ToapuctBo 3 oOmexeHoro BianosimaneHicTIO «KJIIHIKA BEPYM EKCIIEPTY,
Mennynuii nestp, M. Kuis

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 766 Bin 03.05.2024

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«PangomizoBane, nojBiiiHe ciine, Oaratouentpose nociipkenss Il ¢azu komOinamii MK-1084 3
nemMOpoi3yMaboM MOPiBHSAHO 3 KOMOiHali€e0 nemMOponizymMady 3 mianebo sK JIIKyBaHHs Mepiioi
JHIT JUIsl YYaCHMKIB 13 JIOKQJIbHO-TIOMIKMPEHUM a00 METACTaTUYHUM HEIPIOHOKIITUHHUM pPaKoM
nereniB 3 myrtamiero KRAS G12C ta ekcmpecieio PD-L1 TPS > 50% (KANDLELIT-004)»,
MK-1084-004, 3 inkopriopoBaHoto norpaBkoro 03 Bix 22 ymmHs 2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexkeH00 BianoBiganabHicTI0O «MCJ] Ykpaina»

CnoHcop, kpaiHa

TOB Mepk Illapn ena Joym, CIHA (Merck Sharp & Dohme LLC, USA)

Havanbunk @apmManeBTHYHOIO YIIPaBJIiHHSA Ounexkcanap I'PIHEHKO

(migmc) (Bnacue im’st [TIPI3BUILE)



Jomatok 11

10 Hakazy MiHICTepCTBa OXOPOHU 370POB’S
Vkpainu «IIpo mpoBeaeHHS KIIHIYHOTO
BUINIPOOYBAHHS JIKapChKOTO 3aco0y,
3aTBEP/KCHHS  CYTTEBUX  IONPABOK  Ta
BHECEHHs 3MiH 10 goaatka Ne 19 no Hakasy
MinicTepcTBa OXOpOHM 3/0pOB’S YKpaiHU
Bix 12 tpaBHs 2026 poky Ne 608»

29.05.2026 Ne 718

InenTrdikamist CyTTEBOI MOMPABKU

IHdopmartis s mamieHTa Ta iHOpMOBaHa 3rojia Ha y9acTh Y HAyKOBOMY JOCIIKeHHI, Bepcis 15.0
s Ykpainu Bim 30 ciuyns 2026 poky, yKpaiHCBKOIO, aHTIIMCHKOIO Ta POCIMCHKOI0 MOBAaMH;
®opma iHpOpMOBaHOI 3roaW JUIA TPOJOBXKEHHS JIIKYBaHHS YYaCHHUKIB BHUIPOOYBaHHS
[DI3 (mpoaoBskeHHs PO3MIHUPEHOT YACTUHH JIIKYBaHHSI ) JIJIsl yYaCHUKIB BUIIPOOYBaHH |, A1l Y KpaiHu
Bepcii 1.0 Bix 07 xBiTHS 2026 poKy YKpaiHCHKOIO, aHTIIIHCHKOIO Ta POCIHCHKOI0 MOBAMH

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 490 Bix 05.05.2017

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«bararonientpoBe, TpuBaige mnoaoBxkeHe pociaiykeHHs III ¢asu 3 omiHkm OGe3neyHocT Ta
epexTuBHOCTI YmagauutuHiOy (ABT-494) y mnamieHtiB 3 BupaskoBuUM Kojiitom», M14-533,
3 IHKOPIOPOBAaHUMH AJMiHICTpaTUBHUMHM 3MiHamu 1, 3, 5, 6, 7, 8 (tuteku st Kanann), 9, 101 11
(tineku it Tlombmii) Ta [MompaBkamu 0.01, 1, 2, 3, 4, 5, 6, 7, 7.02 (tineku ans Himewduunn),
7.03 (tumeku ais Kopei) ta 8, 8.02 (timpku mst €C) 19 Bin 10 mororo 2025 poky

3asiBHUK, KpaiHa

«E66B1 biodapmaceroTikan3 I'm6X», [lIBeiiuapis

CnoHcop, kpaiHa

AbbVie Inc., USA

Havanbank ®@apManeBTHYHOI0 YIIPaBJIIHHSA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



JlomaTok 12
70 Haka3zy MiHicTepcTBa OXOPOHHU 3JI0POB’S

Vkpainu «IIpo mpoBeaeHHS KIIHIYHOTO
BUINIPOOYBAHHS JIKapChKOTO 3aco0y,
3aTBEP/UKCHHSI  CYTTEBHX  IIONPAaBOK  Ta

BHECEHHs 3MiH 10 goaatka Ne 19 no Hakasy
MinicTepcTBa OXOpOHM 3/0pOB’S YKpaiHU
Bix 12 tpaBHs 2026 poky Ne 608»

29.05.2026 Ne 718

InenTrdikamist CyTTEBOI MOMPABKU

3MiHa Ha3BU Micls POBEICHHS KIIHIYHOTO BUMPOOYBAHHS:

bYJIO

CTAJIO

I.M.H. Macnsik 3.B.

Kninika [epkaBHoi ycraHoBu «lHCTHTYT
HaToJIOTii KPOBi Ta TpaHCQY31MHOT MEAUIIMHU
HamionaneHoi akajgemii MEOUYHHUX  HAyK
Ykpainny, BiLIUICHHS remMaroorii, M. JIbBiB

I.M.H. Macisik 3.B.

HepxaBHa ycraHoBa «lHcTUTyT maronorii
KpOBi Ta TpaHcQy3iitHOT MEAULIUHU
HamionaneHoi akajgemii  MEOUYHHUX  HAyK

Ykpainuy, BUTUICHHS reMaToJiorii, M. JIbBIiB

Howmep ta nata nakazy MO3 mipo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1966 Bix 15.09.2021

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«Jlocmmkennss 11 ¢da3um ominku edextuBHOCTI Ta Oe3meunocti MK-1026 y marieHTiB 3
reMaToJIOTYHUMH 3J105KICHUMH 3aXBoproBaHHAMN», MK-1026-003, 3 iHKOPIOPOBaHOO MOMPABKOIO

09 Bix 21 cepnns 2025 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexxeHo10 BianosiganpHIcTIO «MCJl Ykpaina»

CnoHcop, kpaiHa

TOB Mepk Illapn ena Joym, CIHA (Merck Sharp & Dohme LLC, USA)

Havanbank ®@apManeBTHYHOI0 YIIPaBJIIHHSA

Ouaexcanap I'PIHEHKO

(migmuc)

(Bnacue im’st ITIPI3BUILE)



Jomatox 13

10 Hakazy MiHICTepCTBa OXOPOHU 370POB’S
Vkpainu «IIpo mpoBeaeHHS KIIHIYHOTO
BUINIPOOYBAHHS JIKapChKOTO 3aco0y,
3aTBEP/KCHHS  CYTTEBUX  IONPABOK  Ta
BHECEHHs 3MiH 10 goaatka Ne 19 no Hakasy
MinicTepcTBa OXOpOHM 3/0pOB’S YKpaiHU
Bix 12 tpaBHs 2026 poky Ne 608»

29.05.2026 Ne 718

InenTrdikamist CyTTEBOI MOMPABKU

30ibIIeHHS] 3aIJIJAHOBAHOI KIJIBKOCTI PaHAOMI30BaHMX CyO €KTIB JOCHiDKEHHS B YKpaiHi
3 18 1o 30 marieHTiB

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1910 Bix 18.12.2025

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PangomizoBaHe, MOJBIMHE ciine, IIanedo-KoHTpoaboBaHe pociimkeHHs III ¢asm Tepamii
OapinuTuHIOOM 3 MeToro 30epexeHHs (yHKIII OeTa-KIiTHH y MAaIlieHTiB BIKOM Bix 1 poky
710 < 36 poKiB, SIKUM BIIEpILIe AiarHocToBaHO Iykposuii aiadet 1 Tumy (BARICADE-PRESERVE)»,
14V-MC-JAJK, Bepcis (b) Big 09 ciuns 2026 poky; Bepcis (c) Bix 18 mroToro 2026 poky

3asiBHUK, KpaiHa

«Emi Jlinm Bocrok CA», llIBefiniapis

Cnoncop, kpaiHa

Emi Jlinni eng Komnani, CIIA / Eli Lilly and Company, USA

Havanbank @apmManeBTHYHOIO YIPaBJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



