Jonmarok 1

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIIPOOYBaHb JIKAPChKHUX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
13.08.2026 Ne 1119

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«PangomizoBane, noasiitHe ciine nociipkenas ®asu 11 3 hakTopiaabHUM U3aHHOM TSI OIIHKH
epexty (ikcoBaHoi go3u  komOiHaumii  JlapompoBcTtary/Po3yBacTaTnHy — MOpIBHSHO 3
JlaporipoBcTarom, Po3dyBactaTHHOM Ta Tutanedo Ha PiBEHb XOJECTEPUHY JIMONPOTEIHIB HU3BKOI
IIUTBHOCTI Y TAII€HTIB, K1 paHillle He OTPUMYBAIIH JIiIT JO3HUKYIOUY TEPaITitoy», KO TOCIKECHHS
D7961C00002, Bepcis 1.0 Big 16 kBiTHS 2026 poKy

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, kpaiHa

AstraZeneca AB, Sweden

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

JlapompoBcTaT (Laroprovstat)/ PosyBactatun (Rosuvastatin) (Laroprovstat,
AZDO0780/Rosuvastatin calcium); Ta0ieTKu, BKpUTI IJIIBKOBOKO 000JIOHKOI; AstraZeneca AB,
Sweden; AstraZeneca UK Ltd Macclesfield Development, United Kingdom; Fisher Clinical
Services Inc, USA; Patheon Manufacturing Services LLC, USA; Fisher Clinical Services Inc,
USA,; Fisher Clinical Services (Suzhou) Co Ltd, P.R. China;

[Tnane6o no Jlapomposcrar (Laroprovstat) PosyBactatun (Rosuvastatin) (Laroprovstat,
AZDO0780/Rosuvastatin calcium); (Sapo TabneTku: MIKpOKpUCTaIidHa IIEJI0JI03a, HATPIIo
creapundymapar. Ob6ononka tabnerku inentuuna J[JI3.); Tabnerku; AstraZeneca AB, Sweden;
AstraZeneca UK Ltd Macclesfield Development, United Kingdom; AstraZeneca AB, Sweden;
Fisher Clinical Services Inc, USA; Fisher Clinical Services Inc, USA; Fisher Clinical Services
GmbH, Switzerland; Fisher Clinical Services UK Limited, United Kingdom; Fisher Clinical
Services (Suzhou) Co Ltd, P.R. China; Patheon France, France;

JlapomipoBcTaT (Laroprovstat)/ PosyBacratun (Rosuvastatin) (Laroprovstat,
AZDO0780/Rosuvastatin calcium); TabneTku, BKpUTI TIIIBKOBOIO 000J0HKOIO; AstraZeneca AB,
Sweden; AstraZeneca UK Ltd Macclesfield Development, United Kingdom; Fisher Clinical
Services Inc, USA; Patheon Manufacturing Services LLC, USA; Fisher Clinical Services Inc,
USA; Fisher Clinical Services (Suzhou) Co Ltd, P.R. China;
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[Tnane6o mo Jlapomposcrat (Laroprovstat)) PosyBacratun (Rosuvastatin); (Sapo TabneTkwu:
MIKPOKpHCTAIIYHA IETF0103a, MarHiro cteapar. O6osonka TadneTku inentudna J[J13.); Tabnerku;
AstraZeneca AB, Sweden; AstraZeneca UK Ltd Macclesfield Development, United Kingdom;
Fisher Clinical Services Inc, USA; Patheon Manufacturing Services LLC, USA; Fisher Clinical
Services Inc, USA; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services UK
Limited, United Kingdom; Fisher Clinical Services (Suzhou) Co Ltd, P.R. China

BignoBinanpHuit (1) JOCTIIHUK (H)
Ta Micie (51) IpoBeICHHS
BUIIPOOYBaHHS B YKpaiHi;
BIJIIIOBigaJIbHA 0c00a
OioananiTHaHOi Tabopartopii Ta
OioaHaymiTHYHA JabopaTopis B
Ykpaini

1) mixap Joueus O.A.

ToBapucTtBo 3 0OMexkeHOI BiANMOBiAaNbHICTIO «MenOyn-KiiHik», TKyBalbHO-TPOQITaKTHUHUN
niapo3ain MeauuHoro neHTpy, M. Kuis

2) n.M.H., npod. ManbkoBckuii b.M.

HepxaBHa ycranoBa «lHctuTyT Teponrosorii imeni JI.®. Yeboraproa HarionansHoi akamgemii
MEIMYHUX HayK YKpaiHu», BIIOI BHBYEHHSA BIK AacOLIHOBaHUX KapAiOMeTaOOIIYHHUX
3aXBOPIOBaHb, BIUIIJICHHS JIKYBaHHs Ta peadimirtarii kapioMmeraboniyHux XBopux, M. Kui

[Ipenaparu mopiBHSIHHS, BAPOOHUK
Ta KpaiHa

JlaporipoBctar (Laroprovstat) (AZDO0780); TaOGiaeTKu, BKPHTI IUIIBKOBOIW O0OOJOHKOIO;
AstraZeneca AB, Sweden; AstraZeneca UK Ltd Macclesfield Development, United Kingdom;
AstraZeneca AB, Sweden; Fisher Clinical Services Inc, USA; Fisher Clinical Services Inc, USA;
Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services UK Limited, United
Kingdom; Fisher Clinical Services (Suzhou) Co Ltd, P.R. China;

[Mnane6o0 mo Jlapomposcrar (Laroprovstat); (Slapo TabneTku: MIKpOKpUCTATIYHA IIEJI0JI03a,
HaTpito cteapuidpymapar. OOGononka Tabnetku ineHtuuna J{JI13.); tabnerku; AstraZeneca AB,
Sweden; AstraZeneca UK Ltd Macclesfield Development, United Kingdom; AstraZeneca AB,
Sweden; Fisher Clinical Services Inc, USA; Fisher Clinical Services Inc, USA; Fisher Clinical
Services GmbH, Switzerland; Fisher Clinical Services UK Limited, United Kingdom; Fisher
Clinical Services (Suzhou) Co Ltd, P.R. China; Patheon France, France;

Kpecrop (Crestor)/ PozyBactatun (Rosuvastatin) (Rosuvastatin calcium); TabneTku B Karcysnax;
AstraZeneca AB, Sweden; AstraZeneca UK Ltd Macclesfield Development, United Kingdom;
Fisher Clinical Services Inc, USA; Fisher Clinical Services Inc, USA; Fisher Clinical Services
(Suzhou) Co Ltd, P.R. China;

[Tnane60 mo Kpectop (Crestor)/ PozyBactatun (Rosuvastatin); (SInpo TaGieTKu B Kamncyi:




3 MPOJOBKEHHS 101aTKa |

MOHOTIpaT JakTo3W. 3a po3mipoMm 1 ¢opmor ineHtmuHa [IJI3.); TabneTku B Karcynax;
AstraZeneca AB, Sweden; AstraZeneca UK Ltd Macclesfield Development, United Kingdom;
Fisher Clinical Services Inc, USA; Fisher Clinical Services Inc, USA; Fisher Clinical Services
(Suzhou) Co Ltd, P.R. China;

Kpectop (Crestor)/ PosyBacratun (Rosuvastatin) (Rosuvastatin calcium); TabieTku B Karcynax;
AstraZeneca AB, Sweden; AstraZeneca UK Ltd Macclesfield Development, United Kingdom;
Fisher Clinical Services Inc, USA; Fisher Clinical Services Inc, USA; Fisher Clinical Services
(Suzhou) Co Ltd, P.R. China

[Tnane6o mo Kpecrop (Crestor)/ PosyBacratun (Rosuvastatin); (Sgpo TabneTku B Kamcydi:
MOHOTIpaT JIakTo3u. 3a po3MipoMm i ¢opmoro iaertmuHa J[JI3.); TabieTkm B Karcylax;
AstraZeneca AB, Sweden; AstraZeneca UK Ltd Macclesfield Development, United Kingdom;
Fisher Clinical Services Inc, USA; Fisher Clinical Services Inc, USA; Fisher Clinical Services
(Suzhou) Co Ltd, P.R. China

JlomomixkHi JIiKapChKi 3aCO0H,
BUPOOHHUK Ta KpaiHa /JIiKapchbKi
3aco0U CymyTHBOI Teparnii, BApOOHUK
Ta KpaiHa / pO3UMHHHUKH, BUPOOHHUK
Ta KpaiHa / cymyTHI MaTepianu /
ropuauyHa abo ¢i3udHa ocoba, ska
Jli€ 3a JIOBIPEHICTIO, SIKY Ha/1aB
CIIOHCOp a00 3asBHUK Ha BBE3CHHS
JOCIIJIKYBaHUX, JTOMOMDKHUX
JIKapChKUX 3ac001B, JIIKAPCHKUX
3aco01B CyNyTHBOI Teparii,
PO3YMHHHUKIB Ta CYMYyTHIX
MaTepiajiB

Kommanis, sika 11i€ 3a JOBIPEHICTIO, Ky Ha/IaB COHCOP a00 3asiBHUK HAa BBE3CHHS JOCTIIKYBaHUX,
JOMTOMDKHUX JIIKAPCHKUX 3aco0iB, JIKAPCBKUX 3acO0iB CYHyTHBOI Teparmii, PO3YMHHHKIB Ta
cynytHix Matepianis: TOB «AI'EHIIA «C.M.O.-YKPAIHA»

Havanbunk @apmManeBTHYHOIO YIIPaBJIiHHSA

Ounekcanap I'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)



Jlomatok 2

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

3aTBEPIKEHHS CYTTEBUX IONIPABOK»
13.08.2026 Ne 1119

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«bararouenTpoBe, noABiiiHE ciile, M1ae00-KOHTPOIbOBAHE, JOBIOCTPOKOBE JIOCIHIIKEHHS (a3
3b/4 B mapanenpHHUX Tpymnax (i3 JBOMA IpyHaMu JiKyBaHHs) ISl OI[IHKY O0€31eKH Ta e()eKTUBHOCTI
MarHil0 caporiiTazapy MO0 KIIHIYHMX pe3yJbTaTiB y NAIll€HTIB 13 MEPBUHHUM OlITiapHUM
xonanritoMm (IIBX)», kox nocmimkenns SARO.23.001, Bepcist 5.0 (mompaska 4.0) Bix 11 TpaBHs
2026 poky

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITOBIJIAJIBHICTIO «ITilli/li FOKPEVH», Ykpaina

CnoHcop, kpaiHa

3aiinyc Tepanesrikc, [nk, CIIIA (Zydus Therapeutics Inc., USA)

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

Saroglitazar Magnesium (Marsiii capormiitaszap) (ZYHI; 1639792-20-3, 495399-09-2, SAP Code:
4009364; Saroglitazar, Marnito caporuitaszap, Capormiita3zap Martito); Tadnetku; 1 Mr (Mutirpam);
Zydus Lifesciences Limited, India; Zydus Lifesciences Limited, India; Fisher BioPharma Services
(India) Private Limited, India; PPD Development Ireland Limited, Ireland;

[Tnane6o mo Saroglitazar Magnesium (Marniii capormitaszap), Tabnetku; Zydus Lifesciences
Limited, India; Zydus Lifesciences Limited, India; Fisher BioPharma Services (India) Private
Limited, India; PPD Development Ireland Limited, Ireland

Bianosinanbawmii (1) AoCaiqHUK (1)
Ta MicIe (s1) IPOBEACHHS
BUNIPOOYBaHHs B YKpaiHi;
BIITNIOBIJjaJIbHA 0C00a
6ioaHaniTH4HOI Jabopatopii Ta
OloaHaniTHYHA 1abopaTopis B
VYkpaini

1) Bynsko T.M.

Komynanene Hexomepuiiine mianpuemctBo KuiBcbkoi obOnacHoi paau «KuiBcbka obsacHa
KIIIHIYHA JIIKapHs», By3bKOCIIEIiaTi30BaHe TepaneBTHUHe BiaiieHHs, M. Kui

2) [lyrau M.M.

ToBapuctBo 3 oOMexeHoro BinmoinanbHicTI0O «Mennunuit nentp «APTEC MEIIKYMy,
JIKYBaJIbHO-JIIarHOCTUYHE BiAiIeHHs, M. KuiB

3) Byaaux M.O.

ToBapucTBo 3 00MekeHO0I0 BIANOBIAANBHICTIO «['apMOHis Kpacu», MeTUYHUM 1eHTp, M. KuiB

4) binotkau O.VY.

ToBapucTBO 3 00OMEXEHOI0 BiAMOBiNANBHICTIO «EmenbBeiic
racTpOSHTEPOJIOTiuHe BiiTiIeHHs: MeauuHoro 1eHTpy, M. Kuis

Menmikcy, creniaai3oBaHe
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[IpenapaTty MOPiBHAHHS, BUPOOHHUK
Ta KpaiHa

JlomomikHi JIiKapchKi 3acoou,
BUPOOHMK Ta KpaiHa /JIiKapchKi
3aco0u cynmyTHBOI Teparnii, BUPOOHHUK
Ta KpaiHa / pO3YMHHUKH, BUPOOHUK
Ta KpaiHa / cymyTHI MaTepianu /
ropuauyHa abo ¢izudHa ocoba, ska
JTi€ 3a JIOBIPCHICTIO, SIKY HAJ/IaB
CIIOHCOP a00 3asBHUK Ha BBE3CHHS
JOCTIPKYBAaHUX, JOMMOMIKHHAX
JIKapChKUX 3ac00iB, JIIKAPCHKUX
3ac00iB CYITyTHBOI Tepartii,
PO3YMHHUKIB Ta CyMyTHIX
MaTepiajiB

- JJaboparopsi Habopu;

- Llentpudyra;
- O6nannanus ans peecrpamii EI'JIC, Alimentiv

Havanbank ®@apmManeBTHYHOI0 YIpaBJIiHHSA

Oaexcanap I'PINEHKO

(minmc)

(Bnacue im’st ITPI3BUILLE)
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110 Haka3zy MiHICTepCTBa OXOPOHU 37I0POB’ s
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIIPOOYBaHb JIKAPChKHUX 3aC001B Ta

3aTBEPIKEHHS CYTTEBUX IONIPABOK»
13.08.2026 Ne 1119

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«Binkpure, OaraTorieHTpoBe KIiHIYHE pochimkeHHs ¢a3u Il it omiHku 0e3mevHOCTI,
MEePEeHOCUMOCT], (apMaKOKIHETUKH 1 TmomnepeaHboi edextuBHocTi npenapaty HRS-6209 vy
koMOiHamii 3 mpenaparom @ynBecTpaHT abo mpemapatoM Jlerpo3onm y TAaIli€HTIB 3
HR-no3utnBauM/HER2-HeraTuBHAM MOIMPEHUM HEpe3eKTa0eTbHIM 200 METaCTAaTHYHUM PAKOM
MOJIOYHOT 3a1031», Koa nociimkenHs HRS-6209-205, Bepcis 1.3 Big 11 uyepBus 2026 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

CnoHncop, kpaiHa

[3aucy Xenxyit @apmacsrotikans Ko., JIta., Kuraii / Jiangsu Hengrui Pharmaceuticals Co., Ltd.,
China

[Tepenik qocmiaKyBaHUX JIKAPCHKUX
3ac00iB JiKapceka Gpopma,
JI03yBaHHsI, BAPOOHHUK, KpaiHa

HRS-6209, (HRS-6209 capsules); kancynu; 25 mr (mimirpam); Jiangsu Hengrui Pharmaceuticals
Co., Ltd., China; Jiangsu Hengrui Pharmaceuticals Co., Ltd. (Dongjin Road Site), China

Binnosinaneuuii (i) mocmigHuk (1)
Ta MicIie (s1) IpOBEACHHS
BUIIPOOYBaHHS B YKpaiHIi;
BIJIMOBiJaJIbHA 0c00a
OloaHaITHYHOI 1JabopaTopii Ta
6ioaHaniTHUHA JJabopaTopis B
VYkpaiHi

1) Hoponina M.B.

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «APEHCIA EKCIIJIOPATOPI
MEIICIH», Biaun KIIHIYHUX JocikeHb MeanuHoro nentpy, M. Kuis

2) I'punuk P.A.

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «APEHCIA EKCIIJIOPATOPI
ME/IICIH», BigaiieHHs] HOBITHIX TEXHOJIOT1H Meau4Horo neHTpy, M. IBaHo-OpaHKiBChK

[TpenapaTy MOpiBHAHHS, BUPOOHUK
Ta KpaiHa
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JlomomixkHi JIiKapchKi 3acoou, —
BUPOOHMK Ta KpaiHa /JiKapchKi
3aco0u cynmyTHBOI Teparnii, BAPOOHHUK
Ta KpaiHa / pO3YMHHUKH, BUPOOHUK
Ta KpaiHa / cymyTHI MaTepianu /
opuandHa abo ¢izuyHa ocoda, sKa
JIi€ 33 TOBIPEHICTIO, SIKY HAJIaB
CIIOHCOP a00 3assBHUK Ha BBE3CHHS
JOCTIIKYBaHUX, JOMOMDKHHUX
JKapChKUX 3aCc00iB, JIIKAPCHKUX
3ac001B CyNmyTHBOI Teparii,
PO3YMHHHUKIB Ta CYIyTHIX
MarepiaiiB

Havanbuuk dapManeBTHYHOI0 YIPABIiHHSA Ouexkcanap 'PIHEHKO

(mimmuc) (Bnacue im’st ITIPI3BUIIIE)



Jonmaroxk 4

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
13.08.2026 Ne 1119

Inentudikariist CyTTEBOI MOMPaBKU

Bbpomypa nocnignuka eHdoprymad BenotuH (Enfortumab Vedotin; ASG-22CE), Buganns 15 Bin
10 Gepesnst 2026 poky, aHIIINCHKOIO MOBOK; 3MiHA Ha3BH MICI TPOBEACHHS KIIHIYHOTO
BUIIPOOYBaHHS:

BYJIO CTAJIO
nikap 3BoHapboBa H.I'. nikap 3BoHapboBa H.T'.
Komynanene mianpuemctBo «/lHimpoBcekuii | KomyHanmpHe ~ HEKOMepLiHE  TOBapHCTBO
obsacHui KJIIHIYHHAHA OHKOJIOTTYHHH | «J/[HIMPOBCHKUI obnacHui KJIIHIYHUHA
mucnancep»  JIHImpomeTpoBChKOi  00JaCHOI | OHKOJIOTIYHUHN TUCTIAaHCEP»
paav, OHKOXIMIOTEpaleBTUYHE BiIICHHS, | [[HIMTpONETpOBCHKOT obacHo1 paau,
M. J{Himpo OHKOXIMIOTEpPAINeBTUIHE BiOIlIeHHS,
M. JIHITIpO

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 516 Bix 22.03.2021

Hasga kiiHiYHOTO BUMPOOYBaHHH,
KOJ, BepcCis Ta faTa

«PannomizoBane, Binkpute nocnimkenns Il da3u g omiHKM mepiomnepariiHOro 3acTOCyBaHHS
eHpopTymaOy BedOoTMHY Yy KomOiHauii 3 mnemOponizsymabom (MK-3475) mnopiBHSHO 3
HEO0Aa/'FOBAaHTHOIO Tepari€l reMIuTabiHOM Ta IUCIIATHHOM Y YYacHHKIB 3 M'SI30BO-1HBa3MBHUM
paKkoM Ce4YOBOTro Mixypa, nmpuaatHux ajs jikyBanHs nuciuiatuaoM (KEYNOTE-B15 / EV-304)»,
MK-3475-B15, 3 inkopnopoBaHoto norpaskoro 05 Big 11 rpyans 2024 poky

3asiBHUK, KpaiHa

ToBapuctso 3 o6mexkeHo10 BianosiganbHIcTIO «MCJl Ykpainay

CnoHcop, KpaiHa

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

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BULLLE)




JlomaTok 5

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
13.08.2026 Ne 1119

Inentudikariist CyTTEBOI MOMPaBKU

OHOBJIEHUH TPOTOKOJI KIIHIYHOTO BUIpoOyBaHHs, Bepcis 13.0, mompaBka 12.0 Big 06 TpaBHS
2026 poky aHrmiiicekoro MOBOIO; [H(OpMartis nmpo pociimkeHHs Ta popma iHPOPMOBAHOI 3roau —
Monyns 1, nokanbHa Bepcis Homep 3.0 mist YKpainu ykpaiHChKOI MOBOIO, jaata Bepcii 03 mumHs
2026 poxy Ha ocHOBi Mactep Bepcii Homep 11.0 Big 13 tpaBHs 2026 poky; IHdopmaris mpo
nochimkeHHs Ta popma iHpopmoBaHoi 3roau — Moyis 4, nokanbHa Bepeis Homep 3.0 11 Ykpainu
YKpaTHChKOI MOBOXO, jarta Bepcii 03 mumas 2026 poky Ha ocHOBI Mactep Bepcii Homep 7.0 Bifx
13 tpaBus 2026 poky; OHOBIEHE IOChE IOCIHIIKYBaHOTO JiKapchbkoro 3aco0y Capymapub
(Saruparib, AZD5305), Bepcis 1.0 Bixm kBiTHS 2026 pOKy, aHITIMCHKOI MOBOIO; 30UTBIICHHS
TEPMiHY MPUAATHOCTI JOCHIKYBAHOTO JiKapchkoro 3aco0y Capymapu® (Saruparib, AZD5305)
0,5 Mr 3 44 micamis go 48 MicALiB

Howmep ta nata nakazy MO3 mipo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1469 Bix 21.08.2024

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«MonynbHa Qaza [/lla, BigkpuTe OaraToneHTPOBE TOCHIDKEHHS IS OIIHKM OE€3MeKH,
NEPEHOCUMOCTI, (PapMaKOKIHETUKH, (PapMaKOAMHAMIKH Ta MONepeIHbOI €(EKTUBHOCTI 3pOCTA0UUX
no3 AZD5305, sk mMoHoTepanii Ta B KOMOiHalii 3 NPOTHUIYXJIMHHUMHU 3ac00aMU y MAlI€HTIB 3
MIPOTPECYIOYNMH CONITHUMHE 3M0sikicHUMU HOBoyTBOpeHHsiMu (PETRA)», D9720C00001, Bepcis
12.0, mompaBka 11.0 Bijg 16 cepriasg 2024 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

Cnoncop, kpaiHa

AstraZeneca AB, Sweden

Havanbunk @apmManeBTHYHOIO YIIPaBJIiHHSA Ounexkcanap I'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)



JlomaTok 6

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
13.08.2026 Ne 1119

Inentudikariist CyTTEBOI MOMPaBKU

Jlocke nmocmimkyBaHoro Jikapcbkoro 3aco0y SPY001-001 (IMPD-Quality), penakmis 12.0 Bin
29 tpaBusa 2026 p.; Hocwke mocnimpkyBaHoro jikapcekoro 3aco0y SPYPBO-101 (IMPD-Quality),
ocratroyHa penakimis 6.0 Bim 05 dyepBHs 2026 p.; IlomoBxkeHHs TepMiHYy NPUIATHOCTI
JOoCTipKyBaHoro Jikapchkoro 3aco0y SPYPBO-101 Placebo, posumn st iv’exuid 3 24 1o
30 wicsaniB; (Crocyerbes: KB SPY123-201: logatok 10 mpOTOKONY KIHIYHOTO BUIIPOOYBAaHHS
SPY123-201, mo onucye KOHKpETHE BTpydYaHHs i3 3acTtocyBaHHAM npenapary SPYO001, penakiis
1.1 Bixg 30 tpaBus 2025 p.; JomaTtok A0 mpoTokony KiiHiuHOTO BunpoOyBanHs SPY123-201, mio
OIMKCY€ KOHKPETHE BTPpy4aHHS 13 3acTocyBaHHAM npenapaty SPY002, pexakuist 1.0 Bix 24 yepBHs
2025 p.; Honmatok, 1m0 OmuUCye KOHKpPETHE BTpy4YaHHsS 13 3acTocyBaHHsAM mpemapaty SPY003,
penakuis 1.0 Bim 31 »xoBtHa 2025 p.; JomaTrok a0 MPOTOKONY KIIHIYHOTO BHIIPOOYBAaHHS
SPY123-201, mro onricye KOHKpETHE BTpydYaHHS 13 3acTocyBaHHsIM koMOiHatii SPY 120, penakiis
1.0 Big 21 cepmust 2025 p.; JomaTok, mo omnmcye KOHKPETHE BTPYYaHHS 13 3aCTOCYBaHHSIM
komOiHamii SPY130, penakuis 1.0 Big 31 »xoBrHa 2025 p.; omarok, 110 OomHcye KOHKpETHE
BTpY4aHHS 13 3acTocyBaHHsIM kKoMOiHawii SPY230, penaxuis 1.0 Big 31 xoBTHa 2025 p. Ta KB
SPY123-202)

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 608 Big 12.05.2026;
Ne 1832 Big 02.12.2025;
Ne 1271 Big 11.08.2025;
Ne 1659 Big 03.11.2025;
No 458 Big 03.04.2026;
No 458 Big 03.04.2026




2 MPOJAOBKEHHS J10J1aTKa 6

Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«JlocnmimKkeHHs 3 OMIHKU 0e3MeYHOCTI M e()eKTHBHOCTI aHTHUTLI TPUBAIOI /il B PEKUMI MOHO- 200
KOMOIHOBaHOI Tepamii MpU JOBrOCTPOKOBOMY 3aCTOCYBaHHI B YYAacCHHKIB 13 3amajlbHUM
3aXBOPIOBAaHHIM KueuHukay, SPY 123-202, pexakist 1.1 Bix 29 ciuns 2026 p.;

«ITmardpopmue pocmimrerns Il ¢as3u 3 omiHKK ePeKTUBHOCTI i O€3MEYHOCTI aHTUTLI TPUBAJIOT il
MIPH 3aCTOCYBaHHI B peXHMiI MOHO- a00 KOMOIHOBaHOI Teparlii 3 IPUBOAY CEPEeIHbOTSHKKOr0o abo
TSDKKOTO Tepeliry BHpPa3KoBOro KOJITY B akTuBHIN (opmi», SPY123-201, OcHOBHMIA MPOTOKOI
kiiHiYHOTO BHNpoOyBaHHs SPY123-201, pemakmis 2.0 Big 01 kBiths 2026 p.; JlomaTtox a0
MPOTOKONY KiiHiYHOTO BUnpoOyBanHs SPY123-201, mo ommcye KOHKpEeTHE BTpydYaHHS i3
3actocyBaHHaM koMOiHanii SPY 120, pexakmis 1.0 Bix 21 cepnus 2025 p.;

«[Inardpopmue mocmimxenns 11 ¢gas3u 3 oninku epeKTUBHOCTI i OE3MEYHOCTI aHTHUTII TPUBAJIOI Jii
MIPH 3aCTOCYBaHHI B peXHMi MOHO- a00 KOMOIHOBaHOI Teparlii 3 IPUBOAY CEPEeIHbOTSHKKOro abo
TSDKKOTO TIepeliry BHpa3KoBOTO KOJITY B akTuBHIN (opmi», SPY123-201, OcHOBHMIA TPOTOKOI
kiiHiyHoro BumpoOyBaHHs SPY123-201, penmakuis 2.0 Big 01 xBitHa 2026 p.; Jdomatox no
MPOTOKONY KiiHiYHOTO BUnpoOyBanHs SPY123-201, mo ommcye KOHKpEeTHE BTpydYaHHS i3
3acrocyBanHaM mpenapaty SPYO001, penakuis 1.1 Big 30 TpaBus 2025 p.;

«[Inardpopmue nocmimxenns I pas3u 3 oninku epeKTUBHOCTI i OE3MEYHOCTI aHTHUTII TPUBAJIOL Jii
P 3aCTOCYBaHHI B peXHMi MOHO- a00 KOMOIHOBaHOI Teparlii 3 IPUBOAY CEPEeIHbOTSHKKOro abo
TSKKOTO Iepediry BUpa3KOBOIO KOJITY B akTUBHIA ¢opMi», SPY123-201, OcHOBHMI ITPOTOKOJ
KJiHiyHOro BunpoOyBaHHa SPY123-201, pemakuis 2.0 Big 01 kBitHa 2026 p.; Jdomatok mo
MIPOTOKOJIy KJiHIYHOro BurnpoOyBaHHsS SPY123-201, mo omnucye KOHKpeTHE BTPYYaHHS 13
3actocyBaHHAM npenapaty SPY002, penaxuis 1.0 Bix 24 uepsus 2025 p.;

«ITnardpopmue gocmimxerns Il ¢a3u 3 omiHKK ePeKTUBHOCTI i O€3MEYHOCTI aHTUTII TPUBAJIOT il
IIPU 3aCTOCYBaHHI B peXHUMI MOHO- a00 KOMOIHOBaHOI Teparlii 3 MPUBOJY CEPEeAHbOTSHKKOro abo
TSKKOTO Iepediry BUpa3KOBOIO KOJITY B akTUBHIA ¢opMi», SPY123-201, OcHOBHHMI IPOTOKOJ
KJIiHIYHOTO BUIIpoOyBaHHs SPY 123-201, penakuis 2.0 Bix 01 kBiTHS 2026 p.; [lomaTok, 1110 OMUCye
KOHKpEeTHE BTpyuyaHHs 13 3acTocyBaHHAM KomoOiHauii SPY 130, pegaxuis 1.0 Bix 31 sxoBTHS 2025 p.;
JlogaTok, 10 onucye KOHKpETHE BTPYYaHHs 13 3acTocyBaHHsIM KomOiHamii SPY230, penaxiis 1.0
Bix 31 >xoBTHA 2025 p.;

«IInardpopmue nocaimxenns Il ¢as3u 3 ouiHku epeKTUBHOCTI i 6E3MEYHOCTI aHTHUTLI TPUBAJIOL Jii
MPU 3aCTOCYBaHHI B PEXHMI MOHO- 200 KOMOIHOBAaHOI Teparii 3 MPUBOY CEPEIHBOTSIKKOTO abo
TSDKKOTO Tepeliry BHpPa3KoBOrO KOJITY B akTuBHIM (opmi», SPY123-201, OcHOBHMI MPOTOKOI
KJiHIyHOTO BUNpoOyBaHHs SPY 123-201, penakuis 2.0 Big 01 kBiTHs 2026 p.; JoaaTok, mjo onucye
KOHKpETHE BTpy4aHHs i3 3acTocyBaHHAM npenapaty SPY003, penaxiis 1.0 Big 31 sxoBTHs 2025 p.




3 MPOJAOBKEHHS J10J1aTKa 6

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOO BIJIIIOBIJIAJILHICTIO «ITI EC AU-YKPATHA»

CnoHcop, KkpaiHa

«Cnaep Tepam’torikce, [nk.» [Spyre Therapeutics, Inc.], CHHIA

Havanbuuk ®apManeBTHYHOT0 YIIPABJIiHHS Ouaekcanap 'PIHEHKO

(migmuc) (Bnacue im’st [TIPI3BUILIE)



Jlonatok 7

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
13.08.2026 Ne 1119

InenTudikariis cyTTeBoi monpaBky | 3MiHa HA3BU MicClid TPOBECHHS BUIPOOYBAHHS:
BYJIO CTAJIO
3aB. Big. Koauk M.B. nikap Konuk M.B.
Komynanenuii 3aknag JIbBiBChbKOT 00MacHOT | YHIBEpPCHTETCHKA JKapHs JeP>KaBHOTO
panu «JIpBiBCchKa oOJlacHa KIIIHIYHA JIIKApHS», | HOKOMEPIIHHOTO TOBapucTBa  «JIbBIBCHKUI

JIUTSYE KapAioXipypriuyHe BifaijaeHHs, M. JIbBiB | HaIllOHAIBHUH MeAUYHUN YHIBEPCUTET
iMeHi Jlanuna "amuibkoroy, KiiHiIKa cepis Ta
CYJlUH, BiJUIUICHHS Kapaioxipyprii,

Kapaiojorii Ta TpaHCIUIaHTalli KaMmmycy
imeni Map’sina [lanunmmnaa, M. JIbBiB

Howmep ta nata nakazy MO3 mipo Ne 1962 Bix 29.10.2018
MIPOBECHHS KIJIIHIYHOTO

BUIIPOOYBaHHS

HasBa kniniunoro BunpoOyBanHs, | «IIpocrekTuBHe OaraTtoleHTpOBE BIAKpPUTE HEMOpiBHsIbHE nociipkeHHs Il dasu 3 meroro

KOJI, Bepcis Ta Jara BUBYEHHs O€3MEeKH, MEPEeHOCHUMOCTI Ta (PapMaKOKIHETUKH CeJEeKCHUIary B JiTed 3 JIereHEeBOIO
aprepianbHOIo rineptensieon, AC-065A203, Bepcist 9 Bin 11 mrororo 2025 p.

3asiBHUK, KpaiHa ToBapucTBO 3 0O6MexkeHO0 BifnosigambHicTiO «AJJIOCEHT YKPATHA»

CnoHcop, kpaiHa Axrenion @apmackrotikanc JIta., Hseituapis (Actelion Pharmaceuticals Ltd, Switzerland)

Havanbank ®@apManeBTHYHOI0 YIIPaBJIIHHSA Ouaexcanap I'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)



Jomatox 8

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
13.08.2026 Ne 1119

Inentudikariist CyTTEBOI MOMPaBKU

Marepianu ansa namienta: Jlekcamerazon, 0,5 Mr/5 M po3uuH Uil IEPOPATBHOTO 3aCTOCYBaHHS,
@apmaxomiess CIIIA (crepoigHuii OMOJICKYBad JJIsi POTOBOI MOPOKHUHM). [HCTpyKmii i3
3acTocyBaHHs npemnapaty, Bepcis 2.0 30 ciuns 2026 p., yKpaiHCbKOO MOBOIO; Bar mociOHuUK 1moa0
cromaruty Bepcis 1 17 xotHa 2024 p., ykpaincbkoro moBow; MK-2870-011 Ilpenmern ms
YUYaCHMKIB JIOCIIPKEHHs cyMKa i nanienTa: “9910084164 - Study Carryall Bag - Urban Passage
Zippered Tote No Imprint”; MK-2870-011_Ilpeameru 1uis y4acHUKIB TOCIIIKEHHS TpaayHoBaHUI
MIpHHUI CTaKaHYMK JUIS JIIKIB 13 IHPOKUM ropiuom: “63034932 - Wide Mouth Graduated Medicine
Cup, 1 0z.”; BkiroueHHsI JOJATKOBOTO MICIIsl IPOBEACHHS KJITHIYHOTO BUITPOOYBaHHS:

No I1.1.B. BiAIIOBiJaJILHOTO OCHITHUKA
n/n HasBa micus nmpoBeieHHs KITiHIYHOTO BUIPOOYBaHHS

1. | k.m.H. [T atauneka T.B.
KomyHnanbHe HeKOMepIiifHEe MiIPUEMCTBO « XMEIBHUIIBKUI 00JIaCHUH MPOTUITY XJIMHHHAN
1eHTp» XMeNbHUIIbKOI 00JacHOI paid, BiAAUIEHHs XiMioTeparii, M. XMeIbHULIbKHMA

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 906 Bin 03.07.2026 y penakiii Hakazy MO3 Ykpaiau Ne 1069 Big 04.08.2026

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«PannomizoBane, Biakpute nociijpkeHHs I ¢a3u ans mopiBHAHHS e(eKTUBHOCTI Ta Oe3neku
canuTy3ymady tupymorekany (sac-TMT, MK-2870) sk wmonHoTepamii Ta B KoMOiHammii 3
nemOponizymabom (MK-3475) mopiBHsIHO 3 Tepari€lo 3a BUOOPOM JIiKaps y MAI€HTIB 13 paHilie
HEJIIKOBaHUM  JIOKQJIbHO-PEIUANBYIOYMM  HEPE3eKTa0eNbHUM a00 METacTaTHYHHM  TpHYi
HEraTUBHUM pakoM Moio4Hoi 3ano3u 3 ekcmpecieto PD-L1 mpu CPS < 10 (TroFuse-011)y,
MK-2870-011, Bepcist 3 iHKopriopoBaHoto nomnpaBkoro 04 Big 27 kBiTHs 2026 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexkeHo0 BianoBiganabHicTI0O «MCJ] Ykpainay

CrnoHcop, kpaiHa

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

Havanbank @apmManeBTHYHOIO YIIPaBJIIHHSA Oaexkcanap I'PIHEHKO

(migmc) (Bnacue im’st [TIPI3BUILE)



Jomatok 9

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
13.08.2026 Ne 1119

Inentudikariist CyTTEBOI MOMPaBKU

A-1489-0069/G0O42784 3BiT MO0 €KpaHHUX CTOPIHOK, IO BiAOOpaKarOThCs y BeOMporpami st
narienrta, Bepcis 1A, Bix 24 nunas 2025 poky, ykpaincekoro MoBoio; lllogeHHuk marienra 3
NpUIMaHHS JIOCIHI)KYBaHOTO TIperapary Ta MpPOBEACHHS TECTy Ha BariTHICTh Yy paMKax
nocnimkenns GO42784 lidERA, I'ipenectpant (GDC-9545), TamokcudeHn, Jlerpo3on, AHacTpo3o1,
Exzemecran y tabmerkax, Bepcis 5.0 Big 06 uepBHs 2025 poky, YyKpaiHCBKOI MOBOIO;
3pa3ok MapKyBaHHs JIIKAPCBKOTO 3aco0y JledmpopeniHy amerar, MOpOIIOK Ta PO3YMHHHUK IS
CycCIeH31i AJis iH'e€K11iii B ToNepeIHbO HATOBHEHOMY IIIIPHIIL, 3,75 MI HOPOIIKY Ta 1 MII CTEpUIBHOTO
PO3UMHHHKA, YKPaiHCHKOIO MOBOIO, Bif 29 ceprast 2024p.; OHOBIEHA KOPOTKA XapaKTEPUCTHKA HA
JKapCchKUi 3aci0 AHACTp030J1, TabJETKH BKPHUTI IJIIBKOBOK 00070HKOIO, 0 1 Mr, Bijg 08 aumHs
2024 p., aHrmiichK00 MOBOIO; OHOBIIEHA KOPOTKA XapaKTEPUCTHKA HA JTiKapchKkui 3aci6d Jlerposon,
TaOJICTKH BKPHTI ILTIBKOBOIO 000JI0HKOI0, 110 2,5 Mr, Big 07 rpyans 2023 p., aHTIiHCEKOK MOBOO

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 2237 Bix 18.10.2021

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«PannomizoBaHe, BikpuTe, OaratoneHTpoBe aocuikeHHs ¢asu Il 3 omiHku edexkTuBHOCTI Ta
0e3ne4HOCT1 aJ’IOBaHTHOI Tepamii TipeJecTpaHTOM IOpPIBHSAHO 3 aJ IOBaHTHOIO E€HJAOKPHUHHOIO
MOHOTEpami€l0 3a BHOOPOM JiKaps B TAIl€HTIB 3  E€CTPOreH-pelenTop-MO3UTHBHUM,
HER2-neratuBHUM pakoM MOJIOYHOI 3aJ1034 Ha paHHii ctaniin, GO42784, Bepcia 5 Bix 25 cepnHs
2023 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIIIOBIJIAJIBHICTIO «ITilli/li FOKPEVH», Ykpaina

CnoHcop, KpaiHa

@. Xobdmann-JIs Pomr JIta, Hlsenapis (F. Hoffman-La Roche Ltd., Switzerland)

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jomarok 10

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO01B Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
13.08.2026 No 1119

Inentudikariist CyTTEBOI MOMPaBKU

Omnosnenuii [Ipotoxoin kmiHiyHOTO AocaimkeHHs BJT-778-301, Bepcis 5 Big 30 kBitHs 2026 pokKy,
aHrmicekor0 MoBoro; 3miHa Cnoncopa Ha Mipym @apmacerotikans, k., CHIA / Mirum
Pharmaceuticals, Inc., USA; Bbpomypa nocnignuka bpenosityr (Brelovitug), Bumanus 5 Bin
16 kBiTHs 2026 POKY, aHTIIHCHKOI0 MOBOIO; 3pa30K MapKyBaHHS IMEPBUHHOI YITaKOBKH ((JIaKoH)
JUISL TOCITIJIKYBAHOTO JIikapcbkoro 3acoby BJT-778, y Burnsai 6ykiery, Big 06 TpaBus 2026 poky,
OaraTbMa MOBaMHM, BKIIIOYAIOYM YKPaiHChKY MOBY; 3pa30K MapKyBaHHS BTOPWHHOI YHaKOBKH
(xapToHHa KOpOOKa) MUIs TOCIHIKYBAaHOTO Jikapcbkoro 3aco0y BJT-778, y Burnsai Oykierty, Bif
07 tpaBus 2026 poky, 6araTbMa MOBaMH, BKJIFOYAIOUH YKPAiHCBKY MOBY; [H(opMmariitamii mcTok
ydacHuka/Dopma 3roiu, OCHOBHE J1ociilxkeHHs, Bepcist 4.0 Bia 24 uepsHs 2026 poky, 11 YKpaiHuy,
Ha OCHOBI I100abHOI MaiicTep-Bepcii [HpopmaniiiHoro nuctka ydacHuka/@opmu 3roau, Bepcis
5 Big 09 uepBHs 2026 poOKy, aHIITIMCHKOI Ta YKpaiHChKOIO MoBamu; [HpopMmariiiHuil JUCTOK
ydacHMKa Ta ¢opma 3roJu Ha JOJaTKOBI MaiOyTHi mocmikeHHs, Bepcis 2.0 Big 24 depBHS
2026 poky, Ui YKpaiHu, Ha OCHOBI I1100abHOT MaiicTep-Bepcil [HpopmaiiifHOro TMcTKa y4yacHUKa
Ta (OpMHU 3roAu Ha AOAATKOBI MaWOyTHI JociimkeHHs, Bepcid 3 Bix 09 uepBHs 2026 poky,
aHITIMCHKOIO Ta YKpaiHChKOI0 MoBaMHu; [H(opMariitnuii TucTok yyacHuka/dopma 3roau y BUMAIKy
BariTHOCTI y4yacHUIll a00 MapTHEPKH YYaCHUKA JOCIIAHUIBKOTO MPOEKTY, Bepcis 3.0 Big 24 uepBHs
2026 poky, s YKpaiHM, Ha OCHOBI TIioOanbHOI Maiictep-Bepcii I[HopmaniliHoro nucrtka
ydyacHruKa/Dopmu 3roJin y BUMAJIKy BariTHOCTI yYacHHII a00 MapTHEPKH y4yaCHUKA JTOCI1THUI[BKOTO
poeKTy, Bepcis 4 Big 09 uepBHs 2026 poky, aHIIIIHCHKOIO Ta yKpaiHChbKOK MoBaMu; IlociOHuUK 3
BUKOHAaHHS CaMOCTIMHUX 1H €Kil mpenaparty bpenosiTyr (Takox Binomoro sik BJT-778 ado BTG),
Bepcis 3.0 Bix 03 6epesnst 2026 poky, aHTITINCHKOIO Ta YKPATHCHKOK MOBaMU

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 854 Bin 22.05.2025




2 MpOAOBKEHH 1ojatka 10

Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«I'moGankHe, paHAOMi30BaHE, BIIKpUTE, OaraToleHTpPOBE MOCTiKEeHHS (a3u 2b/3, mo OImiHIoE
BJT-778 y mopiBHSHHI 13 BIAKJIAJACHOI TEpaIli€lo IS JIKyBaHHSA XpOHIYHOro remnatuty Jlempra
(AZURE-1)», BJT-778-301, Bepcis 4.0 Bix 02 rpyanst 2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

CnoHncop, kpaiHa

bmomkeit TepanbroTike, [Hk., CILIA / Bluejay Therapeutics, Inc., USA

Havanbank @apmManeBTHYHOI0 YIPaBJIiHHSA Ounexcanap I'PIHEHKO

(i amc) (Bnacue im’st ITIPI3BUILLLE)




Jomatok 11

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
13.08.2026 Ne 1119

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa Ha3B MiCllb MPOBEICHHS KJITHIYHOTO BUITPOOYBAHHS:

IiarHOCTHYHE BigdineHHs, M. BiHHUIISA

BYJIO CTAJIO
nikap CanoBcbka B.B. nikap CanoBcbka B.B.
VYHiBepcUTeTChbKa  JKapHS  BIHHUIBKOTO | « YHIBEPCUTETChKA  KIIiHIKa»  BIHHUIBKOTO
HAI[IOHAJIBHOTO ~ MEJWYHOTO  YHIBEPCUTETY | HAIIOHAILHOTO  MEAWYHOTO  YHIBEPCUTETY
M. M.L [Tuporosa, amOynatopso- | im. M.L. IluporoBa (JikyBaJibHO-HaBYAIBHO-

HAYKOBHH LIEHTP), aMOyJIaTOPHO-A1arHOCTHYHE
BigmimeHHs, M. BiHHuIs

k.M.H. [lexenpko B.C.

ToBapuCTBO 3 OOMEKEHOIO BiAIMOBIIATBHICTIO
«EBponady, amMOyJIaTOPHO-TONIKIIIHIYHE
Bigminenus, M. Kuis

K.M.H. [Iexenpko B.C.

ToBapuCTBO 3 OOMEKEHOIO BiAMOBIIATBHICTIO
«MEJIMYHUN LIEHTP «CI EM CI ME]l»,
aMOyJIaTOPHO-TIONIKITIHITHE BiJUTUICHHS,
M. KuiB

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1019 Bix 26.06.2025

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«®a3a [I-11I BunpoOGyBaHHs 1715 OIIHKK €(hEKTUBHOCTI Ta O€3MeKU CyOJIIHIBaJIbHOT IMyHOTEpaii y
NAII€HTIB, 10 CTPAXJIAIOTh HA ajepriro Ha muiok Oepe3m», SL-3P2A, Bepcis 2.0 Big 12 TpaBHS

2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTIO «Papmakci Kninikan Pucepu», Ykpaina

CnoHcop, KpaiHa

POKCAJUI Meninin I'm6X, Himeyunna / ROXALL Medizin GmbH, Germany

Havanbunk ®@apmManeBTUHYHOI0 YIPaBJIiHHSA

Oaexcanap 'PINEHKO

(minmc)

(Bnacue im’st [TIPI3BUILLE)




JlomaTok 12

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
13.08.2026 Ne 1119

Inentudikariist CyTTEBOI MOMPaBKU

Bbpomypa nocnigauka bynonpytyr (Budoprutug, TNT119), Buganns 3.0 Bix 09 uepsus 2026 poky,
aHIITIHCHKOI0 MOBOIO; PopMa OaHKIBCHKHX PEKBI3UTIB IS 3[IHCHEHHS BiJIIKOYBAaHHS YYaCHUKY
nocimimkenHs (Hecmar), Bepcis 1.0 Big 06.07.2026 poky; 30iabIIeHHS KUTBKOCTI TAIlIEHTIB B
VYkpaiHi, Ha SKUX TOMHMPIOETHCS CTpaxoBe MOKpUTT 10 40 oci0; 3MiHa Ha3BH MICIS IPOBEACHHS
KJIIHIYHOTO BUMPOOYBaHHS:

BYJIO CTAJIO
I.M.H., ipo., 3aB.ka¢. HleBuyk C.B. I.M.H., ipod., 3aB.ka¢. llleBuyk C.B.
VYHiBepcUTeTChbKa  JIKapHS  BIHHUIBKOTO | « YHIBEPCUTETChKA  KIIIHIKa»  BIHHUIBKOTO
HAI[IOHAJILHOTO ~ MEIWYHOI0  YHIBEPCHUTETYy | HAI[IOHAJBbHOTO  MEIUYHOTO  YHIBEPCHUTETY
im. M.I. [luporosa, TepaneBTruHe Bigainenss, | im. M.I. Iluporosa (JlikyBanbHO-HaBYaIBHO-
BigHUNBKUN HaI[lOHAJIBbHUI MEJWYHUHN | HAYKOBUM IIEHTp), TEpANEeBTUYHE BiIIJICHHS
yuiBepcuter imM. M.L. IluporoBa, kadenpa | Ne2, BiHHMUBKHMN HamiOHATBPHUA MEAWYHHUNA
BHYTpilIHBO1 MeauuuHu Ne2, M. Binnuis yHiBepcurer iM. M.I. Iluporoma, kadenpa
BHYTPIITHBOT MeauIIHU No2, M. BinHuIIst

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 762 Bin 01.05.2025

Ha3sBa kiiHiuHOrO BUNpOOYBaHHS,
KOJI, Bepcis Ta jara

«Binkpure nociimkenas (asu 1b 3 ogHOpPa30BUM MIABUINEHHSM 03U IS OIIHKU O€3MEeYHOCTI,
NepeHOCUMOCT], (hapMakoKiHETHKH Ta (apmakoguHaMmiku mnpenapary bymonpyryr (TNT119)

y JOpOCIIUX TAIll€HTIB
ITonpaska 1, Bepcis Bix 09 uepBus 2025p.

13 CUCTEeMHMM 4YepBOoHUM BoBuakoM (CUB)»,

TNT119-SLE-101,

3asBHHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITOBIJIAJIBHICTIO «ITilli/li FOKPEVH», Ykpaina

CnoHcop, KpaiHa

Climb Bio, Inc., USA (Knaiim6 bio, Iak., CIIIA)

Havanbunk ®@apmManeBTHYHOI0 YNPaBJIiHHSA

Oaexcanap 'PINEHKO

(mignuc)

(Bnacue im’st [TIPI3BUILE)




