Jonmarok 1

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta

3aTBEPIKEHHS CYTTEBUX IONIPABOK»
09.03.2026 Ne 299

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«bararonieHTpoBe, ToABiMHE cIine, TUIane00-KOHTPOJIbOBaHE nociiKeHHs (a3 1b/2a mis
oliHKM Oe3nedHocTi, epeKTUBHOCTI Ta (apMakokiHeTuku npemnapatry MB-001 y marmieHtiB i3
AKTHBHUM BHPA3KOBHM KOJIITOM BiJl TIOMIPHOT'O JIO BAXKKOT'O CTYICHS TSHKKOCTIY, KO JOCITIJIPKSHHS
MB-001-102, Bepcist 02 Bix 21 nucronama 2025 poky

3asBHUK, KpaiHa

TOB «biomanacy, Ykpaina

CnoHncop, kpaiHa

«Metimk Baitonomkike [ak./Mage Biologics Inc., CIITA

[Tepenik qocmiaKyBaHUX JIKAPCHKUX
3ac00iB JiKapceka Gpopma,
JI03yBaHHs, BUPOOHHUK, KpaiHa

MB-001; kancynu; 30 mr; Tillotts Pharma AG, IlIseiiuapis; Tillotts Pharma AG, Ilseitapis; SGS
Analytics Switzerland AG, IlIseimapis; Eurofins BioPharma Product Testing Switzerland AG,
IBeiinapis; Almac Clinical Services (Ireland) Limited, Ipmannis; Almac Clinical Services
Limited, Cioiryuene KopouiBcTBo;

[Mnane6o mo MB-001; xamcynu; Tillotts Pharma AG, HlIseiiuapis; Tillotts Pharma AG,
HIseitmapisi; SGS Analytics Switzerland AG, Llsetinapis; Eurofins BioPharma Product Testing
Switzerland AG, lIseiinapis; Almac Clinical Services (Ireland) Limited, Ipnannis; Almac Clinical
Services Limited, Crionyyene KopomiBcTBo

Bianosinanbawmii (1) AoCaiqHUK (1)
Ta Miciie (51) IpOBEICHHS
BUNIPOOYBaHHs B YKpaiHi

1) x.m.H. Ilerpuna B.O.

KomyHnansne HekomepiiiiHe mianpueMctBo «OO0nacHa KiiHIYHA JikapHsa [BaHO-DpaHKIBCHKOI
o01acHOI paan», TaCTPOCHTEPOJIOTIYHE BiJIIICHHS, M. IBaHO-DpaHKiBChK

2) n.M.H., mpodecop 3axapamr KO.M.

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIZJAJIBHICTIO «APEHCIA EKCIIJIOPATOPI
MEICIH», Biiau1 KJIIHIYHUX J0cipKeHb MeauuHoro ueHtpy, M. Kuis

[TpenapaTy MOpiBHAHHS, BUPOOHUK
Ta KpaiHa




2 MPOJIOBXKEHHS ToAaTka |

CymyTH1 MaTepianu/mpenaparu
CYITyTHBOI Teparlii/fopuandna abo
¢bi3uvHa 0coba, sKa i€ 3a
JOBIPEHICTIO, SIKY Ha/IaB CIIOHCOP YU
3asBHUK Ha BBE3CHHS
JOCITIJIKYBaHUX JIIKAPChKUX 3ac001B
Ta CymyTHIX MarepiaiiB

- JlJabopaTopHi Habopu: IPOOIpKHU AJ1s 3a00py 3pa3KiB KPOBi, KOHTEHHEPH 11 300py 3pa3KiB KPOBi
Ta Kaxy, OOJaTHaHHS /Il BEHEMYHKIIi1, TECTH Ha BariTHICTh;

- OO6magnanns CIMS: HoyTOyk Ta BiAmoOBiAHI akcecyapw, anmantepu xubieHHs, USB —
HAKOMMYYyBayi, 3O0BHIIIHI KOPCTKI JAWCKH, Bigeokoaep 3 Kabenem (ananoro-uugpoBuii
nepeTBoproBay), kabeii (Bimeoagantep S-Video va komno3utHuit BNC, kadens HD - SDI, ka6enb
DVI), incTpykuii 3 ekcIutyarartii;

- pyxoBani matepianu: daitmm mocmigaunbkoro neHTpy (Investigator Site Files; Pharmacy Site
Files);

Komnasis, sika Jii€ 3a TOBIPEHICTIO, SIKY HaJlaB CIIOHCOP YW 3asBHUK HA BBE3CHHS JIOCIIKYBAHUX
JTiKapchKuX 3ac00iB Ta cynyTHiX MarepianiB: TOB «Arenmist «C.M.O.-Ykpainay

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHSA Ouexkcanap 'PIHEHKO

(migmuc) (Bnacue im’st ITIPI3BUIILE)



Jlomatok 2

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta

3aTBEPIKEHHS CYTTEBUX IONIPABOK»
09.03.2026 Ne 299

Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«®Da3a IIl, pangomizoBane, 6araToreHTPOBE, OJIBIMHE CIIiTE JOCIIIKEHHS 3 OIIIHKU e()eKTUBHOCTI
Ta Oe3neku mnpemnapary ['erpomOomar onamiH y ¢opmi TabIeTOK y TOpIBHSAHHI 3 Iutanebo y
MAII€HTIB 13 TPOMOOITUTOIICHI€I0, BUKJIIMKAHOIO XiMioTepartietoy, koa gociimkenas SHR8735-303,
Bepcis 2.0 Bix 10 BepecHs 2025 poky

3asBHUK, KpaiHa

TOB «APEHCIA EKCIJIOPATOPI MEJICIH», Ykpaina

Cnoncop, kpaiHa

zsancy Xemwxkyit @apmacerorikan3 Ko. JIta., Kurait/ Jiangsu Hengrui Pharmaceuticals Co. Ltd.,
China

[lepemnik 1OCiKYBaHUX JTIKAPCHKUX
3aco0iB Jikapcbka Ghopma,
J03yBaHH:, BUPOOHHUK, KpaiHa

I'erpombonar omamin (rerpombomar, Hetrombopag Olamine, Hetrombopag) (SHR8735;
3amporoHOBaHa MDKHApOJHA HemareHToBaHa HaszBa Rafutrombopag (Padyrpombornar));
TaOJICTKH, BKPUTI ITIBKOBOIO 000JIOHKOIO (24 TabneTku y turmigi); 2.5 mr (Mitirpam); Jiangsu
Hengrui Pharmaceuticals Co., Ltd., China; Jiangsu Hengrui Pharmaceuticals Co., Ltd., China;
Jiangsu Hengrui Pharmaceuticals Co., Ltd., China; Almac Pharmaceutical Services Pte. Ltd.,
Singapore; PharmaKorell GmbH, Germany;

[Mnane6o nmo I'erpomObomar omamin (rerpombOomar, Hetrombopag Olamine, Hetrombopag),
TaOJIeTKU, BKPHUTI IUTIBKOBOIO 00010HKOIO; 2.5 Mr; Jiangsu Hengrui Pharmaceuticals Co., Ltd.,
China; Jiangsu Hengrui Pharmaceuticals Co., Ltd., China; Jiangsu Hengrui Pharmaceuticals Co.,
Ltd., China; Almac Pharmaceutical Services Pte. Ltd., Singapore; PharmaKorell GmbH, Germany

Bianosinanbauii (1) 1ocaigHUK (1)
Ta MicIie (s1) IpOBEACHHS
BUIIpoOyBaHHs B YKpaiHi

1) nikap Joponina M.B.
TOBAPUCTBO 3 OBMEXEHOIO BIAITOBIJAJIBHICTIO «APEHCIA EKCIIJIOPATOPI
MEIICIH», Biiau1 KJIIHIYHUX J0chipKeHb MeauuHoro ueHtpy, M. Kuis

[TpenapaTy MOpiBHAHHS, BUPOOHUK
Ta KpaiHa




2 MPOJIOBXKEHHS ToAaTKa 2

CymyTH1 MaTepianu/mpenaparu —
CYITyTHBOI Tepartii/fopuandna abo
¢bi3udHa 0coba, sKa Ji€ 3a
JOBIPEHICTIO, SIKY Ha/IaB CIIOHCOP YU
3asBHUK Ha BBE3CHHS
JOCITIJIKYBaHUX JIIKAPChKUX 3ac001B
Ta CYMyTHIX MaTepiajiB

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ounexcanap I'PIHEHKO

(migmuc) (Bnacue im’st ITIPI3BUIIIE)



Honatoxk 3

110 Haka3zy MiHICTepCTBa OXOPOHU 37I0POB’ s
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
09.03.2026 Ne 299

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«Ominka koMOiHamii OemHipocOyBip-py3acBip (BEM/RZR) y mnopiBHsSHHI 3 KOMOiHAIi€rO
coocOysip-BenmatacBip (SOF/VEL) mns mikyBanHs XpoHiuHOi iHGekuii Bipycy rematuty C
(BI'C) y pamkax paHIOMi30BaHOTO, KOHTPOJbOBAHOTO, BIAKPUTOTO JOCIIKEHHS (a3 3», Koa
nocmipkenns AT-01B-008, Bepcis 3.0, ITompaska 2, OCTATOYHA, 08 Bepecus 2025 poky

3asBHUK, KpaiHa

TOB «APEHCIA EKCIUIOPATOPI MEJIICIH», Ykpaina

CnoHncop, kpaiHa

Atea ®apmacerotikans, [ak., CIIIA [Atea Pharmaceuticals, Inc.], USA

[Tepenik qocmiaKyBaHUX JIKAPCHKUX
3ac00iB JiKapceka Gpopma,
JI03yBaHHs, BUPOOHHUK, KpaiHa

bemuidocoysip/ Py3acsip (AT-527/AT-038; AT-038/527; BEM/RZR) dikcoBana koMOiHaIlis 103
[Bemnifosbuvir/Ruzasvir (AT-527/AT-038) Fixed Dose Combination]; (AT-527/AT-038;
AT-511 — remicynbdaTtHa ciib; [Iioya pedoBuHa OemHibocOyBip, 6emHiPocOyBipy cynbdat /
Pyzacip (AT-038, ASYM-129905, MK-8408); BEM/RZR; bemuidocOysip/ Py3acip
[Bemnifosbuvir/Ruzasvir]); TabiieTku, BKPUTI TUTIBKOBOIO 000j0HKOI; 275 / 90 mr; Patheon
Pharmaceuticals, Inc., USA; ALMAC CLINICAL SERVICES LIMITED, UNITED KINGDOM,;
Almac Clinical Services LLC, USA

Bianosinanbauii (1) 1oCaigHUK (1)
Ta MicIie (s1) IpOBEACHHS
BUIIPOOYBaHHS B YKpaiHi

1) nikap JoOpsiHcbka ML.A.

TOBAPHUCTBO 3 OBMEXEHOIO BIIAITOBIAAJIBHICTIO «APEHCIA EKCITJIOPATOPI
MEICIH», Biaain KIiHIYHUX AOCTIHKeHh MeaudHoro nenTpy, M. Kuis

2) nikap Tsepnoxui6 JI.€.

TOBAPUCTBO 3 OBMEXEHOIO BIAITOBIJJAJIBHICTIO «APEHCISI EKCITJIOPATOPI
MEJICIH», BiiaieHHs] HOBITHIX TeXHOJOTiH MennyHoro 1eHTpy, M. IBaHo-DPpaHKiBChK

[TpenapaTtu mopiBHSAHHS, BUPOOHUK
Ta KpaiHa

Codocoysip ta Benrnaracsip (CodocOysip/ Benmaracsip; SOF/VEL) dikcoBana komOiHalis 103
[Sofosbuvir and Velpatasvir (Sofosbuvir/ Velpatasvir) Fixed Dose Combination]; (CodocoyBip/
Benmaracsip [Sofosbuvir / Velpatasvir]; CodocOyBip/ Bennartacsip [Sofosbuvir / Velpatasvir];
SOF/VEL; CodocOysip/ Benmaracsip [Sofosbuvir / Velpatasvir]); TabneTkun BKPUTI TUTIBKOBOIO
o6omoukoro; 400 / 100 mr; Almac Clinical Services LLC, USA; Gilead Sciences Ireland Unlimited
Company, Ireland; AndersonBrecon Inc. sika Bene misuibHicTh mig Ha3zBoro PCI Pharma Services,
USA; Asegua Therapeutics LLC, USA




2 IIPOJOBXKEHHS JoJaTKa 3

CymnyTHi MaTepianu/mpenaparu —
CyNyTHBOI Tepamnii/ropuanyHa abo
¢izuuna oco0a, sKa Jie 3a
JIOBIPEHICTIO, SIKY HAJIaB CIIOHCOP Y
3asIBHUK HA BBE3CHHS
JIOCJTIJDKYBaHUX JIIKAPCHKUX 3aC001B
Ta CYNyTHIX MaTepiajiB

B.o. HauyanbHuka @apMaleBTUYHOIO YIIPABJIIHHSA Ouekcanap 'PIHEHKO

(migmuc) (Bnacue im’st ITIPI3BUIIIE)



Jonmaroxk 4

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
09.03.2026 Ne 299

InenTudikariist CyTTeBOI MOMPaBKU

Bbpomypa nocnigauka CNTO1959 (guselkumab), Buganns 18 Bix 17.12.2025 p.

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 767 Bin 02.04.2020

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PangomizoBaHe, 0OaraToleHTPOBE, IMIOJBIHHE cCiine, IUIane00-KOHTPOJIbLOBAaHE  KJIIHIUYHE
nocmkeHHss 2b / 3 ¢asu B mapanenpHUX rpynax Uil OMIHKH €(EeKTHBHOCTI Ta O€3MeYHOCTI
rycenbKymaly B MMalli€HTIB 13 CEPEIHbOTO CTYTEHIO TSHKKOCTI Ta TSHKKUM aKTUBHUM HecrieupiaHIM
BHpa3zkoBuM KojiTom», CNTO1959UCO3001, 3 mompaskoro 4 Big 27.08.2024 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMANEBTHUKA HBy», benbris

CnoHcop, kpaiHa

«IHCCEH ®APMAIIEBTHUKA HBy», benbris

B.o. HayaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jonatok 5

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
09.03.2026 Ne 299

InenTudikaist CyTTEBOI MOMPABKU

OnoBnenuii mpoTokoia KiiHiuHoro BunpoOysanus ID-064A301, ¢inansHa Bepceis 3 Bix 24 yepBHS
2025 p.; OHoBIIeHHI TIPOTOKOJ KiiHIYHOrO BHnpoOyBaHHs [D-064A301, dinanbHa Bepcis 4 Bin
13 cepmast 2025 p.; 3mina crnoHcopa 3 Idorsia Pharmaceuticals Ltd, Switzerland ma VIATRIS
Innovation GmbH, Switzerland; Bbpomrypa pociigHuka Ha AOCTIIKYBaHHM JiKapchbKui 3aciod
Cenerimod, Bepcis 16 Bix ceprst 2025 p., aHTIIHCHKOI0 MOBOIO; [H(OpMaIiifHA TUCT yYacHUKA i
¢dopma indopmoBaHoi 3roau, agantoBaHa g Ykpainu Bepcis 2.0 Bim 04 Bepecus 2025 p.,
aHTIIHACHKOIO, YKPATHCHKOIO Ta POCiHChKOI0 MoBamu, [HpopMariiHuili TucT ydacHuka Ta popma
iH(OpMOBaHOT 3rou JIJIs JKIHOK, SIKi 3aBariTHUIM i Yac JOCIHIKEHHS, afanToBaHa I YKpaiHu
Bepcis 2.0 Bim 04 Bepecus 2025 p., aHMIHCHKOIO, YKPAiHCBKOIO Ta POCIHCHKOIO MOBaMU;
[ndopmartiitnuii muct ta popma iHGopMoBaHOT 3roau Ha 301p JAHHUX IIOAO BariTHOCTI Ta MOJIOTIB Yy
KIHKH, TapTHEp fAKOi Oepe ydacThb B JOCIHIKEHHI, ajganToBaHa i YKpainu Bepcis 2.0 Bixg
04 BepecHs 2025 p., aHITIIHCHKOIO, YKPAiHCBKOIO Ta pociiicbkoro MoBaMmu; [HpopmauiiiHuil tuct
y4acHHKa Ta gopma 1H(HOPMOBaHOI 3roju Ui MPOBEACHHS JOCHIIKEHHS Ha HasBHICTh BIpyCy
imynonedinuty moaunu (BIJI), anantoBana mist Ykpainu Bepcis 2.0 Binx 04 BepecHs 2025 p.,
AHTIIICHKOIO, YKPATHCHKOIO Ta POCIKCHKOI MoBamu; [Hpopmarliiinuii McT ydacHuka Ta gopma
iH(opMoBaHOi 3roau Ans 300py JOJATKOBUX (32 Oa)kaHHSIM) 3pa3KiB KpOBi, afanToBaHa IS
VYkpaiau Bepcis 2.0 Big 04 Bepecust 2025 p., aHNICHKOI0, YKPATHCHKOIO Ta POCIHCHKOI0 MOBAMH;
[Hpopmaniiinuit nuct ydacHuka Ta Qopma i1HPOpMOBaHOI 3roAu s HEOOOB’SI3KOBOTO
BUKOPHUCTAHHS JTaHUX 1 3pa3KiB /UId T0OJaTKOBUX aHANi3iB, afanTtoBaHa g Ykpainu Bepcis 2.0 Bix
04 Bepecus 2025 p., aHTTIHCHKOIO, YKPATHCHKOIO Ta POCIMChKOI0 MOBaMu; [H(opMaIliiiHHi THUCTOK
Ta popma iHPOPMOBAHOT 3rOI JIJIsl OTPUMAHHS BiIIKOTyBaHHS, 10 HOTO CIUIaYyBaTUMe KOMIIaHis
Scout Clinical, agantoBana ans Ykpainu Bepcis 2.0 Big 11 nucromana 2025 p., aHIIHCHKOLO,
YKpalHChKOIO Ta pociiicbkoro MoBamu; Kaptka Yuacuuka Kiiniunoro JlocmikeHHS, Bepcis s
VYkpainu 2.0 Bix 02 Bepecus 2025, aHTIIHCHKOI0, YKPaTHCHKOIO Ta pOCiiCbKOI0 MoBaMu; bpourypa




2 IIPOJIOBKEHHS 10AATKa 5

moxo nocayr Bix Scout Clinical, Bepcist 2.0 Bix 31 >xoBTHs 2025, aHrMiNACHKOI0, YKPAiHCHKOIO Ta

pociiicekoro MoBaMu; JIoChe TOCITIIKYBaHOTO JliKapchbkoro 3acody Cenerimod - sKicTh, Bepeist 2.1

Bix 01 >xoBTHS 2025 p., aHTINCHKOI0 MOBOK; 3pa30K €TUKETOK JIOCIHIIHKYBaHOTO JIIKAPCHKOTO

3aco0y Cenerimod a6o BiamosigHoro miane6o, Bepcis 2 Bix 01 rpyans 2025p., yKpaiHCbKOIO Ta
OCIHCHKOI0 MOBaMH; 3MiHa HAa3BU MICIlb MPOBEACHHS KIIHIYHOTO BUIPOOYBaHHS:

bYJIO

CTAJIO

I.M.H., ipo¢. 'aHunopubdor A.M.
Menu4yHuil IEHTp TOBApUCTBA 3 OOMEKEHOIO
BIJIMOBIAANIBHICTIO «[HCTUTYT pPEBMATOJIOTIIY,

I.M.H., ipod. ['Hunopubor A.M.
ToBapHrCTBO 3 OOMEXEHOIO BiJIMOBIIATLHICTIO
«lHCTUTYT peBMATONOTI(», MEAWYHHNA ILIEHTP,

Bl KimiHIYHUX gocaimkens Nel, M. Kuis
I.M.H., pod. Yonsik B.B.

BIAI1I KIiHIYHEX gocaimkeHs Nel, M. Kuis
I.M.H., ipo¢. Yomsik B.B.

KomyHnaneHe HEKOMepIliiHE MiANPUEMCTBO | YHIBEPCUTETChKA  JIIKapHA JEP>KaBHOTO
JIbBiBCHKOI ~ OoOmacHOi paam  «JIpBIBChKa | HEKOMEPIIIMHOTO MianpueMcTBa «JIbBIBCHKUI
obOylacHa KJIIHIYHA JIKapHI», PEBMATOJIOTIYHE | HalllOHAJIbHUN METUIHUH YHIBEPCUTET
BIOIIIIEHHS, JIpBiBCHKMIT HAIIOHAJIBHAN | IMeHi Jlanmma Tanuupkoro»,
MEIUYHUN YHIBEPCUTET iMEeH1 | peBMaTOJIOTiYHE BIAJIIJICHHS KaMIycy i1MeHi1
Hannna Tamunpkoro, kadeapa ximiHiuHOI | Map’siHa [TanunmuHa, JepxaBHe
iMyHoJIOT1i Ta aneproorii, M. JIbBiB HeKoMepliiHe mianpueMcTBo «JIbBIBCHKUI

HalllOHAJIbHUH MEIWYHUNA YHIBEPCUTET IMEHI1
Hanuna Tamuuekoro», kadempa KIiHIYHOT
IMYHOJIOT11 Ta aneproJorii, M. JIbBIB

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1598 Bix 17.09.2024

Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«®a3a 3, GaraToleHTpOBE, paHIOMi30BaHEe, MOABIMHO 3aciimieHe, Iuanedo- KOHTPOJIhOBAHE, B
MapajeNbHUX Tpynax TOCHIDKEHHS JUIsl OIIHKK €(QEeKTHBHOCTI, OE3MeKH Ta TMEePEeHOCUMOCTI
enepumona y AOpOCIHMX TAIEHTIB 3 CHCTEeMHUM uepBOHMM BoBuYakoMm (CUB) cepeannoro Ta
TSOKKOTO cTyneHs Ha (oHi 0azoBoi Tepamii», ID-064A301, ¢inanbHa Bepcisa 2 Big 04 rpynaHs
2023 p.




MPOJOBXKEHHS 10/1aTKa 5

3asiBHUK, KpaiHa

TOB «CanaKiicy», Ykpaina

CnoHncop, kpaiHa

Idorsia Pharmaceuticals Ltd, Switzerland

B.o. HayaibHMKa @apMaleBTHYHOIO YIIPABJIiHHSA

Ounexkcanap I'PIHEHKO

(i amc)

(Bniacte im'st [IPI3BIILLE)




Jlonatok 6

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
09.03.2026 Ne 299

InenTudikaist CyTTEBOI MOMPABKU

Omnosnenuii npotokos KiiHiuHOTO nociimkenns CONE-02, Bepcia 6.0 Big 02 mumas 2025 poky,
AHTIIIICHKOI0 MOBOIO; [10J0BKEHHST TPUBAJIOCTI KIIIHIYHOTO JOCTIDKeHHs B YKpaiHi 10 31 rpyaHs
2027 poxy; OnoBiene Jlocbe AOCHTIHKYBAHOTO JTIKapChKOTO 3aco0y, BuaanHs 05 Bix 10 nucronana
2025 poky, anrmiiicekoro MoBoto; [logoskenns repminy npunatHocti JJJI3 OCTA C1-INH 500 MO
3 36 micsuiB g0 48 micsauis; [Hdopmamniiiauii mucTok i popma iHGOpMOBaHOT 3rOH IS JOPOCIUX
namieHTiB, Bepcis ans Ykpainu 3.0 Bim 17 nuctomama 2025 poky, YKpaiHCBKOIO MOBOIO;
[adopmarniiiauii mucTok i hopma 3romau U IiTel BikoM 2-5 pokiB, Bepcis mis Ykpaiau 3.0 Big
17 nucronana 2025 poky, ykpaiHChbKOIO MOBOIO; [HpopMmartiiiHuii mucTok 1 opma 3roau Juist AiTen
BikoM 6-11 pokiB, Bepcis mis Ykpainu 3.0 Bix 17 mucronmama 2025 poky, yKpaiHCHBKOK MOBOIO;
[Hpopmamiitauii mucTok 1 hopma 3roau Juis aiTed BikoM 12-14 pokis, Bepcis mns Ykpainu 3.0 Bix
17 mucronama 2025 poky, ykpaiHCbKOIO MOBOIO; [HpopManiiHuil TUCTOK 1 hopMa 3rofu ISt TiTe
BikoM 15-17 pokis, Bepcis a1 Ykpainu 3.0 Big 17 aucronana 2025 poky, YKpaiHCBKOIO MOBOIO;
[Hpopmaniiinuii nucrok 1 ¢opma iHpopmoBaHOi 3roau OaThkiB, Bepcis g Ykpainu 3.0 Bifg
17 nucronaga 2025 poky, ykpaiHCbKOIO MOBO0; dopMa 3roiu BariTHOT MapTHEPKHU HA HaJaHHSA
iHdopmartii, Bepcis aa Ykpainu 3.0 Bix 17 mucronaga 2025 poky, ykpaincbkoro MoBoro; CONE-02
HloneHHuk mamieHTa 3 iHCTpyKuUisimMu, Bepcis 2.0 Big 14 mucromaga 2025 poky, YKpaiHCbKOIO
MoBo10; IloBimoMieHI malieHTOM pe3yJabTaTH - [HCTpyKIis Ais mnainieHTa/0aThbKiB/3aKOHHOTO
omikyHa, Bepcis 2.0, ¢inanpHa, Bix 14 muctonama 2025 poky, ykpaiHCchkoro MoBoro; [lIkana orminku
MOJIETHIEHHsT CUMNTOMIB - JleTanmpHa iHCTpykuis, Bepcia 2.0, ¢inanpHa, Bin 14 mmcromana
2025 poky, ykpaincbkoro MoBoro; CONE-02, SRRS Incrpykuist ans autsiuoi nomysnaunii, Bepcis 1.0
Bix 21 ciunsg 2025 poky, ¢inanbHa, yKkpaincekoro MoBoro; CONE-02 Jluct g0 nikaps 3araiabHOT
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npakTuky, (inanpHa Bepcis 2.0 Bix 31 sxoBTHS 2025 poky, yKpaiHCBKOI MOBOIO; 3MiHA MICIII
MPOBEICHHS KJIIHIYHOTO IOCHIDKEHHS B YKpaiHi:

BYJIO CTAJIO

nikap Casyak I.41. nikap CaByvak I.41.

Komynanbne Hekomepiiiine mignpuemMcTtBo | KomyHanpHe HEKOMepuLiiiHE —MiJIPHEMCTBO

JIBEBIBCBKOT o0JracHo1 panu | JIbBiBChKOI 0OsiacHOi paau «KimiHIYHUI 1IEHTp

«3axiTHOyKpaTHCHKUI CHEIaII30BaHUN | TUTSAY0T MEAWIIMHWY», CTPYKTYPHHUH IiAPO3ILIT

TUTAYUNA  MEIUYHHH I[EHTp», NeaiaTpuyHe | «3aXiTHOYKpaTHChKHI creniaiai3oBaHuil

Bigminenus, M. JIbBiB neHTp», KiiHika pauTs4oi iMyHONorii  Ta
PEBMATOJIOTIT 31 CTAIllOHApPOM CIIeIiali30BaHOT
nemiarpii, M. JIbBiB

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 1844 Bin 04.11.2024

Ha3Ba kuiiHiuHOTO BUNPOOYBaHHS,
KOJ1, Bepcis Ta Jara

«IIpocniekTrBHE, OaraTOIEHTPOBE, pPAHIOMI30OBaHE, IOJBIMHE CIiMNe, IUIaNe00-KOHTPOIHLOBAHE
JOCHIJKEHHsT 3 MapajieibHuMH TrpynamMu (a3u 3 1 OLiHKM e(eKTHBHOCTI Ta Oe3MeYHOCTI
BHYTPIIIHROBEHHOI'O BBEJECHHS KOHLEeHTpary iHridoitopa Cl-ecrepazu (Cl1 INH), Buainenoro 3
JIOACHKOI IUIa3MM, B YYacHHKIB 13 BpojpkeHoro HenoctartHicTio C1-INH pans nmikyBaHHS Ta
JOTIpoLieIypHOI MPO(MIIAKTUKM TOCTPUX HAIaJiB CIAJKOBOIO AHTIOHEBPOTHYHOTO HAOPSAKY»,
CONE-02, Bepcis 5.0 Big 11 rpynns 2023 poky

3asiBHUK, KpaiHa

TOB «IlIpem’ep Pecepu Ykpaina»

Cnoncop, kpaiHa

«Okradapma  @apmanestuka  I[Ipoaykrionclec  m.6.X»  (Octapharma  Pharmazeutika
Produktionsges.m.b.H.), ABcTpis

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Ounekcanap I'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)



Jonmatok 7

10 Haka3zy MiHicTepcTBa OXOPOHU 30POB’ S
VYkpaiau «IIpo npoBeneHHs KITIHIYHIX
BUIPOOYBaHb JIIKaPCHKHUX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBHUX ITOIPABOK
09.03.2026 Ne 299

InenTudikaist CyTTEBOI MOMPABKU

3MiHa Ha3BU MiCllb IPOBEACHHS KJIIHIYHOTO BUMPOOYBAHHS:

bYJIO CTAJIO

I.M.H., ipo¢. Herpuu T.1. I.M.H., ipo¢. Herpuu T.I.

KomyHanbHe HekoMmepliiiHe MiANPUEMCTBO | YHIBEpCUTETCbKA  JIKapHs JIepKaBHOTO

JIbBiBCHKOI ~ oOmacHOi paaum  «JIpBIBChKa | HEKOMEPIIIMHOTO MmianpueMcTBa «JIbBIBCHKUI

obyacHa KIiHIYHA JIIKApHS», HEBPOJIOTIYHE | HAIllOHAJIbLHUHN METUIHUI YHIBEPCUTET

Bigminenus, M. JIsBiB, cMmT. Benukuii JIro0inn iMeHi Jlanmma Tanuupkoro»,
KIIiHIKa  HEBpoJIOTrii Ta  Helpoxipyprii,
HEBpOJIOTIYHE BIATUICHHS KaMmIlycy iMeHi
Map’sna ITanunimmHa, JepxaBHe
HEKoMepIiiiHe mianpueMcTBo «JIbBIBCHKUI
HalllOHAJIbHUH MeNYHUI YHIBEPCUTET
imeHi  Jlanunma  [amunbkoro»,  kadenpa
HeBpoJiorii, M. JIbBIB

3aB. Bij. Canornpkuii S.€. K.¢inoc.H. Ca"oupkuit S.€.

KomyHanbHe HekoMmeplliiiHe MiANPUEMCTBO | YHIBEpCUTETChKA  JIKapHs JIepKaBHOTO

JIbBiBcbKOi  OOmacHOi  pamu  «JIbBIBChbKa | HEKOMEpLIHHOIO miAnpuemMcTBa «JIbBIBCHKUIT

oOnacHa KIIiHIYHA JIIKapHsS», HEBPOJIOTiUHE | HalllOHAJIbHUMA MEANYHUN YHIBEPCUTET

Biaaiiends, M. JIbBiB IMeH1 Januna T"amumekoroy, KJiHIKa

HEBpoJIOTii Ta HeHpoXipyprii, HEBpOJOTiuHE
BIIIJIEHHS KaMITyCy IMEHI
Map’sina [lanuummmna, M. JIbBiB

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1896 Bix 27.08.2019
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Ha3ga kiiniuHOrO BUIPOOYBaHHS,
KOJI, Bepcis Ta aara

«bararonienTpoBe, paHaoMizoBaHe, MOJBIHHE CIile, MIaned0-KOHTPOIbOBAHE JTOCTIKEHHS (a3u
IIIb nns ominku eeKTUBHOCTI Ta Oe3neyHocTi npemapaty OkpernizymMad y TOpOCiIuX MaIli€HTIB 3
MIEPBUHHO-TIPOTPECYIOYHMM PO3CiTHUM cKiiepo3om», WA40404, Bepcis 6 Bin 04 munas 2024 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIIIOBITAJIBHICTIO «Tilli/li OKPEWH», Ykpaina

CnoHncop, kpaiHa

@. Xopdpmann-JIs Pour JItn, seiinapist (F. Hoffmann-La Roche Ltd, Switzerland)

B.o. HauanbHuKka PapMaleBTUYHOTO YIIPABJIiHHSA Ouexkcanap 'PIHEHKO

(migmuc) (Bnacue im’st [TIPI3BUILIE)



Jomatox 8

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
09.03.2026 Ne 299

InenTudikariist CyTTeBOI MOMPaBKU

Bbpomrypa nociigauka (memOposizyma0), BuganHs 26 Big 28 xoBTHs 2025 p., aHTIIIHCHKOIO MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 833 Binx 28.04.2021

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PannomizoBaHe nojBiiiHe ciine gociikeHHs ¢a3u 3 enkopadeniOy Ta 6iHIMETIHIOY B O€AHAHHI
3 IeMOpoJTi3yMaboM y TOPIBHSIHHI J0 Iiane00 B MOEIHAHHI 3 IeMOpOIIi3yMaOOM Y IAIi€HTIB i3
METacTaTHYHO a00 HeonepadeIbHOI MiCIIEBO TOMIMPEHOK MEITAHOMOIO, TO3UTUBHOKO 0 MyTaIlii
BRAF V600E/K», C4221016, octaTouHa Bepcist npoTokony, Ilompaska 5 Big 09 xoBtHs 2023 poky

3asiBHUK, KpaiHa

[aiizep uk., CIIA

CnoHcop, kpaiHa

[1daiizep Ink., CIIIA

B.o. HayaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jomatok 9

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
09.03.2026 Ne 299

Inentudikariist CyTTEBOI MOMPaBKU

301IbIICHHS 3aIlJTAHOBAHO1 KIIBKOCTI CYO’€KTIB JOCTIIKCHHS Il BKJIIOYEHHS Yy KIIiHIYHE
BUIIPOOyBaHHs B YKpaini 3 162 1o 212 yyacHuKIB

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 970 Bix 13.06.2025

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PangomizoBane Bimkpute OararoueHTpoBe pociimpkeHHs Il ¢a3m, mo npoBoaWTbCS 3a1Is
JIOBEJCHHS HE MEHIIIO1 €(DEKTUBHOCTI, @ TAKOK OI[IHKH (PapMaKOKIHETUYHUX 1 (hapMaKoIMHAMIYHUX
napameTpiB, O€3MEYHOCTI, PaJioIOTIYHHUX 1 KIIHIYHUX e(eKTiB yomiTykcumaly JUIsl IMiIIIKipHOTO
BBEJICHHS IMIOPIBHSHO 3 YOJIITYKCHMaOOM JUIsi BHYTPIIITHBOBEHHOT'O BBEJICHHSI B TApaJICIbHUX IPyIax
NaIieHTiB i3 poscistanM ckiepozom», TG1101-RMS-SC301, penakist 3.0 Big 08 BepecHs 2025 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIIIOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

Cnoncop, kpaiHa

«Ti/lxu Tepan’rotikc, [nk.» [TG Therapeutics, Inc.], CIITA

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st ITIPI3BUILIE)



Honatok 10

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
09.03.2026 Ne 299

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa BIJIMOBIIAIBLHOTO JOCTITHUKA B MICII NMPOBEACHHS BUIPOOYBAHHS Ta 3MiHA HAa3BH MICIS

MIPOBEICHHS BUIPOOYBaHHS:

bYJIO

CTAJIO

nikap Kynsa6a S1.M.

Menu4yHuil IEHTp TOBApHUCTBA 3 OOMEKEHOIO
BIITIOB1HAJIbHICTIO «ACKIIETIIONY,
cramioHapHuii  migpo3aut, KwuiBcbka 001,
KuneBo-CBSITOMMHCHKHUI P-H, C. X0JI0CIBKa

K.M.H. Mamescrka O.B.

ToBapHrCTBO 3 OOMEXEHOIO BiJIMOBIIATBHICTIO
«ACKJICTOH»,  TEpanmeBTUYHHHA  MIAPO3ALT
Mennunoro nenrpy, KuiBcbka 001., Kueso-
CBATOMMHCHKHUH paiioH, ¢. X0/I0CiBKa

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 1468 Bix 26.06.2020

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta jara

«PannomizoBaHe, moiBiiHe ciirne aociikeHHs (a3u 3 A OLIHKM XIMIOTepallii mpernaparaMyu Ha
OCHOBI IIaTHHU y KoMOiHarii 3 mpenaparom INCMGAO00012 abo 6e3 HbOro B IKOCTI Tepartii nepoi
JHIT TpU METaCTAaTUYHOMY TUIOCKOKIITUHHOMY 1 HEIUIOCKOKJIITUHHOMY HEIP1IOHOKIITUHHOMY paKy
nere”iB (POD1UM-304)», INCMGA 0012-304, Bepcis 4 3 iHKOPHOPOBAHOIO MOIPABKOIO 3 BiJ

18 »xoBTHs 2022 poKy

3asiBHUK, KpaiHa

[TinmpuemctBo 3 100% 1HO3eMHOIO 1HBECTHIIIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

Incyte Corporation, United States

B.o. HayaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA

Ouaexcanap I'PIHEHKO

(migmuc)

(Bnacue im’st [IPI3BUILE)




Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
09.03.2026 Ne 299

Inentudikariist CyTTEBOI MOMPaBKU

Jluct-yrouHeHHs: 1o mporokony Bim 10 rpyaas 2025 poky, aHrimidchkoro MoBorw; [lepekian
yKpaiHChKOI0 MOBOIO Bif 23 rpyans 2025 poky Jlucra-yrouyHeHHsS 0 MpoTokoidy Big 10 rpymHs
2025 poxky; [ndopmariitHuii OroIeTeHb I MEANYHUX NpaliBHUKIB, 28 nmucronana 2025 poky [VO1
UKR(uk)], ykpaincekoro MoBot0; bpornrypa s namienra, 28 mucronana 2025 poky [VO1 UKR(uk)],
yKpaiHChbKOIO MOBOI0; KapTka KoHTakTHOI iHopMalii mnaimieHTa Uisi €KCTPEHUX BHIAJIKIB,
28 mucromaga 2025 poky [VOl UKR(uk)], ykpaincekoro MoBorw; I[lmakar st marfi€Hra,
28 muctomnana 2025 poky [VO1 UKR(uk)], ykpaincekoro mMoBoto; [TociOHMK 13 TOCTIKeHHS IS
narienTa, 12 ciuas 2026 poxy [VO1 UKR(uk)], ykpaincbkoro MOBOO; JIMCT 10 Jikaps 00
HampaBlieHHs narienTiB, 14 ciuyns 2026 poxy [VO1 UKR(uk)01], ykpaincekoro moBoro; Crnaiiau 3
iH(popMmariero ipo mociimkenns, 28 mucronana 2025poky [VO1 UKR(uk)], ykpaiHChKOIO MOBOIO;
Bpomrypa npo xmiHiuHi BunpoOyBanHs, 24 muctonaaa 2025 poky [VO1 UKR(uk)], ykpaincbkoro
MOBOI0; OTrc peMeTiB IS y9aCHHKIB JociikenHs, Bepcis 01 Big 23 ciunst 2026 poky, mepexiaz
yKpaiHChbKOIO MOBOIO 28 ciuHg 2026 poky; BKJIIOYEHHS JOJATKOBUX MiCLlb IPOBEAECHHS
BUNIPOOYBaHHSI:

Ne I1.1.B. BiAIOBIAILHOTO HOCIITHUKA
n/n HazBa micuisl mpoBe/IeHHs! KJIIHIYHOTO BUTPOOYBaHHS
1. | nikap CimoHoBa M.I.

KomyHnaneHne HexomepiriitHe mianpueMctBo JIbBIBChKOi oOmacHOi paau «JIbBIBCHKUI
OHKOJIOTIYHUI  perioHajJbHUM  JIKYBaJbHO-TIaTHOCTUYHUNA  LEHTP»,  BIIIITICHHS
OHKOIeMaToJIOT1i Ta 11arHOCTUYHO-TIKYBaJIbHOT poO0TH, M. JIbBIB

2. | 3aB. Bia. MenbHuk Y.1.

Komynanene HexomepiiiiHe mianpueMcTBo «KuiBcbka Michbka KiTiHIUHA JiKapHsS Ne7»,
BUKOHaBUoro oprany KwuiBcekoi wMicbkoi pagu (KuiBcbkoi MIChKOT AepxaBHOL
anaminictpartii), bimis Ne2, rematosoriune BiieHHs Nel, m. Kuis

3. | k.M.H. Ypcon I'"'M.
[IpuBaTHe MIAOIPUEMCTBO TpUBaTHA BHUPoOOHMYA (QipMa «AnuHyc», JliKyBalbHO-

JIarHOCTUYHUU 1IeHTp, M. KponuBHUIIBKUT
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4. | K.M.H., 3aB. Bia. ['mymko H.JL.

KomyHnaneHe HekomepiiiiHe mignpuemMctBo «OOmacHa KiiHIYHA JTiKapHsS [BaHO-
®dpaHKiBChKOT 00JIACHOT pajry», TeMaToJIOTIYHE BiAIiieHHs, M. IBaHO-DPpaHKIBChK

5. 3aB. BijyiuieHHsIM MenpHuayk H.M.

Komynanbne HekomepiiiiHe mianpueMcTBO «IloAiIbChbKUI peTiOHANbHUN LIEHTP
oHKoJ1orii BiHHUIEKOT 00J1aCHOT pajmy, BIUTIJICHHS! OHKOTeMaToJIorii, M. BiHHUI

6. | A.M.H., mpod., 3aB. Bia. Jsrins 1.C.

HepxaBHa yctaHoBa «HamioHaapHUH HAyKOBHH LIEHTp pajialiiHOl MEIUIINHH,
reMaToJIoTii Ta oHKoJIOTil HarionansHoT akagemii MeMUIHUX HayK YKpaiam», BigaineHas
pagiaiiHoi reMarosorii, BIAAUICHHS paaialliiHOI OHKOTeMAaTOoJIorii Ta TpaHCIIaHTaIli
CTOBOYPOBHX KIIITHH BIJJIUTy T€MAaTONOTii Ta TpaHCIUIAHTONOTil [HCTUTYTY KiiHIYHOL
paxiosorii, M. Kuis

7. | 3aB. Big. Pextman I'.B.

KomyHnaneHe HekoMepiiiiHe miANpUEMCTBO «XMeJIbHUIIbKA OOJlacHa  JIKapHs»
XMeIBHUITBKOT 00JIACHOT pajv, BIUTUICHHS TeMaTOJIOT11, M. X MEJIbHHUIIbKHHA

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Nel23 Big 04.02.2026

HasBa kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«PannomizoBane, nmojBiiiHe ciine, 6araToeHTpoBe, MIaned0-KOHTPOIbOBaHe JOCTiKeHH hasu 3
3 OLIIHKM opena0pyTuHiOy B KOMOIHAI] 3 puTykcumadboMm ta OengamyctuHoM (bP) B mopiBHAHHI 3
nikyBaHHAM BP y mariieHTiB i3 MaHTiIHHOKIITHHHOO JiMPomoro (MKII), siki paHilie He OTpUMyBalu
nikyBaHHs», ICP-CL-00128, Bepcis 4.0 Bix 06 nucronaga 2025 poky

3asiBHUK, KpaiHa

[TignpuemctBo 3 100% 1HO3EMHOIO 1IHBECTHUIIIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

InnoCare Pharma Inc., USA

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHS Ouekcanap 'PIHEHKO

(migmmc) (Bnacue im’st [TIPI3BULLLE)



JlomaTok 12

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
09.03.2026 Ne 299

Inentudikariist CyTTEBOI MOMPaBKU

BxiroueHHs J0JaTKOBOTO MicClisl TPOBEICHHS] BUIPOOYBAaHHS:

No I1L.LB. BiAMOBiTAIEHOTO AOCITHUKA
/11 HazBa Miciis mpoBeieHHs KJIIHIYHOTO BUIIPOOYBaHHS

1. | x.m.H. mymxko H.JL
TOBAPUCTBO 3  OBMEXEHOKO  BIAIIOBIJAJIBHICTHO  «APEHCIA
EKCIIJIOPATOPI MEJICIH», BigaiieHHS HOBITHIX TEXHOJOTIH MeIudHOro IEHTpY,
M. IBaHO-DpaHKIBCHK

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 216 Bix 07.02.2025

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJ, BepcCis Ta faTa

«OmopuHe, 0OaraToLIEHTPOBE, paHIOMI30BaHe, MOABIiiHe ciime, Mane00-KOHTPOJIbOBAHE
nociikeHHs (a3 2/3 3 agjanTUBHUM JM3ailHOM Ui MOPIBHSAHHA L-aHHaMIIMHY JUid 1H €KUINA y
KOMOIHaIIii 3 1H €KIisIMUA IUTapadiHy Ta mianedo B KOMOIHAIT 3 1H €KIisIMA UTapabiHy B SKOCTI
Tepamnii Apyroi JiHIT Uil IHAYKLII peMicii y JOPOCIHUX Mali€HTIB 3 pePppakTepHUM/PELIUIUBYIOYIM
TOCTPUM Mi€JI0iTHUM Jerikozom», MB-108, Bepcis 10 Bix 24 nuctonana 2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIVIOPATOPI MEAICIH», Ykpaina

CnoHcop, KpaiHa

Mounekymnin biorex, Ink. (MBI), CIIIA / Moleculin Biotech, Inc. (MBI), USA

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jomatox 13

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
09.03.2026 Ne 299

InenTudikariist CyTTeBOI MOMPaBKU

301bIIeHHS KUTHKOCTI narieHTiB B Ykpaini 3 20 mo 40 ocid

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 854 Bin 22.05.2025

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«baratorieHTpoBe, 3 MEPIIMM 3aCTOCYBaHHSAM Ipenapary y joauau nociikenHs I/lla dasu 3
MIIBUIICHHSIM Ta ONTUMI3AIIE€0 JO3YBaHHSA [UISl OIIHKK OE3MEYHOCTI, TEPEHOCHMOCTI,
(hapMakoKiHETHKHU Ta ePEeKTUBHOCTI KOH toraTy antutiia a0 NaPi2b 3 mikapcekum 3acobom TUB-
040 y marieHTiB 3 PE3UCTEHTHUM 0 MpenapariB miatuHu pakoMm sieunukiB (PIIPSI) Bucoxoro
CTYNEHS  3MOSIKICHOCTI  a00  peuuauBYIOYOI/pedpakTEepHOI0  aJCHOKAPIMHOMOI  —
HeapioHokmiTuHHUM pakoM serenb (HIKPJI) (NAPISTAR 1-01)», NAPISTAR 1-01, rnoGansHa
Bepcis 3.0 Bix 22 BepecHs 2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIVIOPATOPI MEAICIH», Ykpaina

CnoHcop, kpaiHa

Ty6ynic I'M6X, Himeuunna / Tubulis GmbH, Germany

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



Honatok 14

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
09.03.2026 Ne 299

Inentudikariist CyTTEBOI MOMPaBKU

[ndopmariis qis yyacHuka gociipkeHHs Ta @opma iHGOpMOBaHOT 3ro/iM Ha y4acTh B OCHOBHOMY
JocTiKeHHl, uis Ykpainu, Bepcis 2.0 Big 04 mrotoro 2026 poky, Ha OCHOBI Maiictep-Bepcii
ocHoBHOi ®opmu iHpopMoBaHoi 3romau, Bepcis 3.0 Big 30 ciuns 2026 poky, aHTIIMCHKOIO Ta
YKpPalHCBKOK MOBamMu

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 1910 Big 18.12.2025

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«Binkpute, 6araroneHTpoBe HOCTiKeHHS (a3u 1 3 ecKanami€ero 03, M0 MPOBOAUTHCS 3 METOIO
OIIIHKH O€3MEeYHOCTI, MEPEHOCUMOCTI, (PapMaKOKIHETHKH, (papMaKoIMHAMIKH 1 TIOTIEPEIHBOT OLIHKH
epeKTUBHOCTI aociimKyBaHoro mnpenapary EXS73565 B yuacHHKIB 3 penuMIuBYIOUUMH a0o
pedpakTepHuMU B-KIITHHHUME 37105SKiICHUMU HOBOYTBOpeHHAMU», EXS73565-001, Bepcis 2.0 Bix
08 ceprius 2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

Cnoncop, kpaiHa

«Ekccaitenma Ei-A#t JItny, lornanais (Cnonydene KoposiBCTBO) (modipHsS KOMMaHis, IO
3HAXOJIUTHCSA y MOBHIM BiIacHOCTI koMnaHii «Pikepien @apmackroTtikains, [Hk.») / Exscientia Al Ltd,
Scotland (United Kingdom) (a wholly owned subsidiary of Recursion Pharmaceuticals, Inc.)

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jomatoxk 15

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
09.03.2026 Ne 299

InenTudikariist CyTTeBOI MOMPaBKU

Omnosnenuii mporokona RTS1KRIO3, Bepcis 7.0 Bix 01 BepecHs 2025 poky

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 38 Big 11.01.2020

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«MixHapogHe, 0araToleHTpoBe, BiAKpUTE AOCHIIKEHHS (azu 3 3 OJHIEI TPYMOI IS OLIHKH
e(peKTUBHOCTI Ta O€3MeYHOCTI paJloTHHIOY B MalieHTIB i3 Ph-mO3uTHBHIM XpOHIYHUM MIi€NOiTHIM
NeK030M y XpOHIUHIN (a3i, B IKUX MOMEepeaHs Tepallis iHri0iTopaMu TUPO3UHKIHA3H, BKIIOYHO 3
iMmaTuHIOOM, Oyna Hee(eKTUBHOIO UM BHKIMKaida HenepeHocumictb», RTS1KRIO3, Bepcis 6.0 Big
22 motoro 2022 poky

3asBHUK, KpaiHa

[TinnpuemctBo 3 100% 1HO3EMHOIO 1HBECTHIIIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHncop, kpaiHa

IL-YANG PHARM. Co., Ltd., Kopes

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Honatok 16

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
09.03.2026 Ne 299

Inentudikariist CyTTEBOI MOMPaBKU

Omnosnenutii [IpoTokon kmiHiYHOTO AocaimkerHs BJT-778-301, Bepcis 4.0 Bix 02 rpyans 2025 poky,
aHIICcbKOI0 MOBOMO; bpomrypa nocmignuka bpenosityr (Brelovitug), Bunanns 4 Bin 04 rpyass
2025 poky, aHrmiiicekor0 MOBOIO; [Hopmariiinuii JUCTOK y4acHHKa/Dopma 3roju, OCHOBHE
nocuimkenns, Bepcis 3.0 Bixg 15 rpyanas 2025 poky, mis YKpaind, Ha OCHOBI I100aJIbHOT MalcTep-
Bepcii [ndopmamiitHoro nuctka yyacuuka/@opmu 3roau, Bepcis 4.0 Binm 02 rpynusa 2025 poky,
AHTITIMCHKOIO Ta YKPaiHChKOI0 MOBAaMHU

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 854 Bin 22.05.2025

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«I'moGankHe, paHIoMi30BaHe, BIIKPUTE, OaraToeHTpoBe JociikeHHs (a3u 2b/3, mio orintoe BJT-
778 y TOpIBHAHHI 13 BIAKJIAAEHOIO Tepami€ro AJs JIKYBaHHS XPOHIYHOTrO rematuty Jlenbra
(AZURE-1)», BJT-778-301, Bepcis 3.0 Bix 26 uepBHs 2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

Cnoncop, kpaiHa

bmtomxkeit Tepanblotike, [Hk., CIIIA / Bluejay Therapeutics, Inc., USA

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’s TTPI3BUILIE)



