Honatox 1

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
03.04.2026 No 458

Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«bararoneHTpoBe TOBIHE Cllile TUIANE00-KOHTPOJIbOBAHE TOCIIHKeHHS Ga3u 2b Ui OMiHKU
e(heKTUBHOCTI, 0€3MeYHOCTI, (papMaKOKIHETUKH Ta hapMaKoJuHaAMIKU 00eda3iMo 1y B MaIi€HTIB 13
xBopoOoro Kpona B akTuBHIH a3l Bi CEPEIHBOTO 1O BAXKKOTO CTYIEHS TSXKKOCTI»,
ko nociimkenHs ABX464-202, Bepcis 4.1 Bix 21 nmucronana 2025 poky

3asBHUK, KpaiHa

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

CnoHncop, kpaiHa

ABIVAX, ®panitis

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

Ob6edazimon (ABX464) (ABX464; SPL-464; obedasimon); kamncyna; 12,5 mr; Delpharm Lille
S.A.S, France; Creapharm Clinical Supplies, France; Almac Clinical Services Limited,
United Kingdom,;

[Tname6o mo O6edazimon (ABX464), kancyna; Delpharm Lille S.A.S, France; Creapharm Clinical
Supplies, France; Almac Clinical Services Limited, United Kingdom:;

Ob6edazimon (ABX464) (ABX464; SPL-464; obedazimon); karicyna; 25 mr; Delpharm Lille S.A.S,
France; Creapharm Clinical Supplies, France; Almac Clinical Services Limited, United Kingdom,;
[Tnane6o o O6edaszimon (ABX464), kancyna; Delpharm Lille S.A.S, France; Creapharm Clinical
Supplies, France; Almac Clinical Services Limited, United Kingdom:;

O6edazimon (ABX464) (ABX464; SPL-464; o6eda3zimon); karcyna; S0 mr; Delpharm Lille S.A.S,
France; Creapharm Clinical Supplies, France; Almac Clinical Services Limited, United Kingdom,;
[Tnane6o o O6edazimon (ABX464), kancyna; Delpharm Lille S.A.S, France; Creapharm Clinical
Supplies, France; Almac Clinical Services Limited, United Kingdom

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

1) nikap lynsra 1.O.

KomynanbsHe nignpuemMctBo «BonnHcbka obacHa KiliHIYHA JIiKapHs» BonnHcebkoi o0macHoT paau,
Xipypriuae BiIIiIeHHS a0JoMiHAIBHOI, EHJOKPUHHOI TMAaToNorii Ta  KOJOMPOKTOJOTI,
M. JIynbk

2) nikap Ckubano C.A.

KomynanbHe Hekomepiiiine mignpuemctBo «KuiBcbka Michbka KIiHIYHA JiikapHs Nel»
BUKOHaBUOro oprany KuiBchkoi Micbkoi paau (KuiBcbkoi MicbKkoi Aep)kaBHOI aaMiHICTparii),
LleHTp KIIHIYHUX JOCTIIKEHb Ha crienianbHoMy GoHi, M. KuiB

3) k.m.H. [lanumok C.B.




MIPOJIOBXKEHHS Joaartka 1

Komynanbne HexkomepuiiiHe mianmpuemMctBo KuiBcbkoi obnmacHoi paam «KwuiBcbka oOiacHa
KJIIHIYHA JiKapHs», KOHCYyIbTaTUBHO-T1arHOCTUYHUH HIEHTp, M. KuiB

4) n.m.H., npod. Cxpunauk .M.

Komynansue nianpuemctBo «llonraBceka obmacHa kiniHiyHa gikapHs iM. M.B. CkitidocoBcbKOro
[TontaBcekoi 00MacHOi paaw», TacTPOSHTEPOJOTIYHMM IEeHTp, IlonTaBChbKuil neprKaBHUN
MEIWYHHIA yHIBEpCHUTET, Kadenpa BHyTpimHb0i Menuiuau Nel, m. [Tonrasa

5) nupexrop ITyrau M.M.

ToBapucTBo 3 oOMexkeHOw BignmoBiganbHIiCTIO «Memuunuii neHTp «APTEC MEJIKYMy,
JTIKyBaJIbHO-AIarHOCTUYHE BiIIICHHS, M. KuiB

6) k.M.H. JIeomuk O.B.

ToBapuctBo 3 obmexenoro BignosinaneHicTio «I[IPOIACTPO KIIIHIKA», nikyBaibHO
J1arHOCTHYHHHA MMiIpo3/i1, M. JIbBIB

7) x.M.H., 3aB. Bij. Kiznosa H.M.

ToBapucTBO 3 OOMEXeHO BiAmoBiganbHicTIO «lleHTp TracTpoeHTeposorii Ta HIETOJOTIIY,
racTpOCHTEPOJIOTIYHE BIIIUICHHS, M. BIHHUTISA

8) n.m.H. 'ocmopapcekmii 1.51.

ToBapucTBO 3 00MexkeHO BinmoBimanpHicTIO «Meanmunuii nentp «Kuminika ['ocnogapcekuxy,
TepaneBTUYHUHN Miapo3ai1, M. TepHOniIb

9) n.m.H., pod. Ianos B.II.

KomyHnanbHe HekoMepLiliHe miaAnpueMcTBO « BiHHUIIbKA MiChKa KiTiHIYHA JiKapHs Nely, KiiHIuHe
TepaneBTUYHEe BigauUleHHs Ne2, BiHHMIbKUI  HAI[lOHAJBbHUI MEIWYHUI  YHIBEPCUTET
im. MLI. Iluporosa, xadenpa BHyTpilHbo1 MeauIuHU N3, M. Binauis

10) x.m.H. [lerpuna B.O.

KomyHnanbHe HekoMepuiiiHe miampueMcTBo «O6iacHa KiiHIYHA JikapHS [BaHO-PpaHKIBCHKOI
00J1acHOT pasiny», raCTPOCHTEPOJIOTIUHE BIJIUICHHS, M. [BaHO-DpaHKiBCHK

11) k.M.H. 'epacumenko O.M.

ToBapucTBO 3 00MEXEHOIO BiANMOBIHANBHICTIO «Menuunuii 1eHtp «Koucumiym Menikamy,
KJIIHIKO-KOHCYJbTaTHBHE BiAIIICHHS] MenuuHoro nenTpy, M. Kuis

[IpenapaTu mOpiBHSAHHS, BUPOOHUK
Ta KpaiHa

CymnyTHi MaTepianu/mpenaparu
CYNyTHBOI Tepamnii/topuindHa abo
¢iznyHa oco0a, sKa Jie 3a
JIOBIPEHICTIO, SIKY HAJIaB CIIOHCOP Y
3asBHUK HA BBE3EHHS

Min/Max tepmomerpu -50°C - +70°C Traceable, 4732; JlabGoparopHi nentpudyru Hettich,
EBA 200 (220V / 50-60Hz) EU; JlabopaTopsi inky6aropu 10L +5 to +70°C VWR, IL10 (230V);
Temnepatypni gatunku USB 3 dyskiieto nam’sti: -35°C to 70°C Testo, 184T3; JlabopaTtopHi
xonomunbHukU: +1°C to +15°C 130L Liebherr, FKUv 1610 (220V - 50Hz); JlaGopaTtopHi




MIPOJIOBXKEHHS Joaartka 1

JOCITIJIKYBaHUX JIIKAPCHKUX 3ac001B
Ta CyNyTHIX MaTepiaiiB

Mopo3uibHi kamepu 70 mitpis: -10°C to -30°C Vestfrost, VI73 EU (220V - 50Hz); BumiproBaui
aprepianbHoro Tucky Omron, HEM-907; Enekrpokapaiorpadu Cardiovit FT-1 CRO

B.o. HayasibHuKka PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(migmuc) (Bnacue im’st [TIPI3BUILIE)



JonaTtoxk 2

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
03.04.2026 No 458

Hasga kiiniuHOrO BUIPOOYBaHHS,
KOJI, Bepcis Ta aara

«IInardpopmue nocnimxenns 11 Gpas3u 3 omiHKK €PEeKTUBHOCTI i OE3MEUHOCTI AaHTUTLT TPUBAIOI Aii
MIPU 3aCTOCYBAaHHI B PEKUMI MOHO- 200 KOMOIHOBaHOI Tepamii 3 IPUBOAY CEPEIHBOTIKKOT0 abo
TSDKKOTO TIepe0iry BHPa3KOBOTO KOJITY B akTHBHIW ¢opwmi», kox mociimkeHHs SPY123-201,
OcHoBHHIT TPOTOKON KiiHIYHOTO BurnpoOyBaHHS SPY123-201, pemakmis 1.2 Bim 04 uepBHS
2025 p.; Jonatok, mo OMUCYye KOHKPETHE BTPYYaHHs i3 3actocyBaHHsM mpernapary SPY003,
penaxkiis 1.0 Big 31 sxoBtHS 2025 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOO BIJIIIOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

CnoHcop, kpaiHa

«Cnaep Tepan’rotike, Ink.» [Spyre Therapeutics, Inc.], CILIA

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

SPY003-207 (SPY003-207, WBP2783A, WBP2775L, SPY003, WBP2783 DP A.1); po3uun st
i exnin, 180 mr/mi (360 mr /2 mur); WuXi Biologics (Suzhou) Co., Ltd., Kuraii; Fisher Clinical
Services GmbH, IIBefiniapist; Fisher Clinical Services GmbH, Himeuunna; Fisher Clinical Services
GmbH, Himeuunna;

[Tnane6o g0 SPY003-207, SPYPBO-101 Placebo, po3unn mst in’exiit; WuXi Biologics (Suzhou)
Co., Ltd., Kuraii; Fisher Clinical Services GmbH, IIBeiinapisi; Fisher Clinical Services GmbH,
Himeuunna; Fisher Clinical Services GmbH, Himeuunna;

SPY003-207 (SPY003-207, WBP2783A, WBP2775L, SPY003, WBP2783 DP); koHueHTpar s
MPUTOTYBAaHHA po34uuHy Ui 1HOY31H, 150 mr/mi (300 mr / 2 mit); WuXi Biologics (Suzhou) Co.,
Ltd., Kuraii; Fisher Clinical Services GmbH, Ilseiinapisi; Fisher Clinical Services GmbH,
Himeuunna; Fisher Clinical Services GmbH, Himeuunna;

[Tnae6o mo SPY003-207, SPYPBO-102 Placebo, koHIleHTpaT A MPUTOTYBaHHS PO3IUMHY IS
1H(y31i; WuXi Biologics (Suzhou) Co., Ltd., Kutaii; Fisher Clinical Services GmbH, I1IBeiinapis;
Fisher Clinical Services GmbH, Himeuuuna; Fisher Clinical Services GmbH, Himeuunna

Binnosiganeuuit (1) JoCTIAHUK (1)
Ta MicIe (s1) TPOBEACHHS
BUIIPOOYBaHHs B YKpaiHi

1) nmixap Cxubano C.A.

ToBapuCTBO 3 0OMEKEHOIO BiAMOBIIATBHICTIO « MiXKHAPOAHUN 1THCTUTYT KIIHIYHUX JTOCITIHKEHDY,
BIIUI TaCTPOEHTEPOJIOTii Ta TenaroJyiorii CTaliOHApHOTO BIIUIEHHS METUYHOro LEHTpPY
«OK!Kuninik+», M. Kuis

2) n.M.H. 'onoBuenko O.1.
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ToBapuctBo 3 oOMexeHOWw BiamoBinanpHicTIO «Meauunuii Llentp Xenc KomiHik», Bigmin
racTPOEHTEPOJIOTi, Ternarosorii Ta eHJAOKPUHOIOTIT MeIuYyHOro KIIHIYHOTO JOCHITHHIIBKOTO
LEHTPY, M. BiHHUIIA

3) k.m.H. [Ierpuna B.O.

KomynanbHe HekoMmepuiiiHe minmpueMcTBo «OOnacHa KiiHIYHA JikapHS [BaHO-PpaHKIBCHKOI
00J1acHOT paJiny», raCTPOCHTEPOJIOTIYHE BiIUICHHS, M. [BaHO-DpaHKiBChK

4) nikap Joneus [1.I.

ToBapuctBo 3  oOMexeHOI  BigmoBiganpHICTIO  «MenOya-Kminik»,  cremniamizoBaHe
racTPOEHTEPOJIOTIUHE BiUIIJICHHS JIIKYBATBHO-MPO(1IIAKTUYHOTO MiAPO3a1Ty MeauIHOro EeHTpY,
M. KuiB

5) n.m.H., pod. CranicnaBuyk M.A.

KomynanbHe HekomepiiiiHe mignmpueMcTtBo «BinHumbpka oOmacHa  KJIiHIYHA — JTIKapHS
iMm. M.I. IluporoBa Binaumpkoi oOsacHoi Pamm», OOmacHuMil crerianizoBaHWi KIHIYHUI
racTpOCHTEPOJIOTiYHUI  1EeHTp, BIiHHWIBKHMH  HAIlOHAIGHUN  MEIWYHUN  yYHIBEPCHTET
iMm. MLL. TIuporoga, kadeapa BHyTpiiHb0i MeauHA Nel, M. Binauis

6) 3aB. Bix. 300piBchKuit .M.

VYHiBepcUTEeTCbKa JIIKapHs JEpXKaBHOTO HEKOMEpLIMHOro mianpueMcrBa  «JIbBIBChKUI
HaI[lOHAIBHUI MeIu4Hui yHiBepcuTeT iMeHi [lannmna ["anunproroy, KiniHika Xipyprii, Xipypriuae
Binainennsa Nel kammycy imeni Map’sina [lanuuimuna, M. JIbBiB

7) x.M.H. I'epacumenko O.M.

ToBapuctBo 3 0OMexeHOI0 BinmoBinanbHicTIO «Menuunuii neHtp «Koncmiiym Menikam,
KJIIHIKO-KOHCYJIbTaTUBHE B1AUIEHHSI MeauuHoro ueHTpy, M. Kuis

8) nmikap binotkau O.V.

ToBapuctBo 3 oOMeExeHOI BiamoBinanbHICTIO «EnensBeiic  Memike», cremniaiizoBaHe
racTpOEHTEPOJIOTiuHe BiiIIeHHs: MeauuHoro eHTpy, M. Kuis

9) nikap Yynpuna JI.O.

ToBapuctBo 3 o0OMexeHOI BiamoBiganbHicTIO «lleHTp ciMeliHOT MeTUIUHU  TUIIOCY,
Creliali30BaHe racTPOCHTEPOJIOTYHE BIIIUIEHHS MeauuHoro ueHTpy, M. Kuis

10) nikap Mapuyxk 1O.B.

Komynanbehe ninnpuemctBo «BonnHcbka o0nacHa KiliHIYHA JiKapHS» BonnHebkoi o6nacHoi paau,
XipypriuHe BiJJliJIeHHS €HJOKPUHHOI Ta a0IOMIHAIBHOT MATOJOT{ 3 MPOKTOJOTIYHUMU JKKAMHU,
M. JIyupk

11) n.m.H., mpod. IlleBuyk C.B.

«YHIBepCUTETChbKAa  KIIIHIKa» BIHHUIBKOrO  HAaLlIOHAJIBHOTO  MEIUYHOIO  YHIBEPCHUTETY
iMm. M.I. TuporoBa (1iKyBaJbHO-HABUAIbHO-HAYKOBUH IIEHTP), TEpaleBTUYHE BiJIIJICHHS,
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Binnunpkuil HamioHanesHUE Menuunuil yHiBepcuteT iM. M.I. Iluporosa, kadenpa BHyTpilIHbOT
Mmeaunuau Ne2, M. Binuuis

12) x.m.H. Hanwmok C.B.

KomyHnansHe HexkomepuiiiHe mnianpueMctBo KuiBcbkoi obOnacHoi paau «KwuiBcbka oOiacHa
KIIIHIYHA JIIKapHs, By3bKOCIIEIiaTi30BaHe TeparieBTHUHE BijIiIeHHs, M. KuiB

13) x.m.H. bab6anina M.IO.

Komynansue nianpuemctBo «IlonraBchka obnacHa kiiHiyHa jgikapasa iMm. M.B. CkiigocoBcbkoro
[TonTaBcbkoi 00ACHOI paanW», OONACHUH JTIKYBaJIbHO-IIarHOCTUYHHHA TaCTPOCHTEPOJIOTIHHUN
ueHTp, M. [lonraBa

14) n.m.H., npo¢. Brosuuenko B.1.

KomyHnanbHe HekomepliiiHe mignpueMcTBO «JIbBIBCbKE TepuTOpiajibHE MeIu4He O00'€HaHHS
«bararonpodinbpHa KiIiHIYHA JIIKAPHS IHTEHCHBHUX METOJIB JIIKYBaHHS Ta IIBHIKOT MEIUYHOL
nonomoru», Llentp Tepamii Binokpemienoro minposainy «Jlikapus Cesaroro I[lanTeneiimoHnay,
Jlep>kaBHE HEKOMeEpIliiiHEe MiAnpueMCTBO «JIbBIBCHKHMI HAllIOHAJHHUNA MEIMYHUIN YHIBEPCHTET
imeHi [lanmna [amuiekoro», xadenpa tepamii Nel, MeaW4HOI AIarHOCTHKU Ta IeMaTOJIOTi 1
Tparcdy3iosorii hakyIbTeTy MCISIUIIOMHOI OCBITH, M. JIBBIB

[TpemapaTu MOpiBHSHHS, BHPOOHUK
Ta KpaiHa

CymnyTHi MaTepianu/mpenaparu
CYITyTHBOI Teparii/fopuandHa abo
¢13uuHa oco0a, sika Jie 3a
JIOBIPEHICTIO, SIKY HaJaB CIIOHCOP YU
3assBHUK Ha BBE3CHHS
JOCITIJIKYBaHUX JIIKApChKUX 3ac001B
Ta CYMyTHIX MaTepiajiB

B.o. HauanbHuka @apMaleBTUYHOT0 YIIPABJIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITPI3BUILLE)



Jomarox 3

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

3aTBEPIKEHHS CYTTEBUX IONIPABOK»
03.04.2026 Ne 458

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«ITmardopmue mocmimkenns 11 ¢pa3u 3 orinku eheKTUBHOCTI i 6€3MEYHOCTI AHTUTLI TPUBAJIOT il
IIPH 3aCTOCYBaHHI B PEXXHMiI MOHO- a00 KOMOIHOBaHOI Teparii 3 MPUBOY CEPETHBOTIKKOTO abo
TSDKKOTO Tepediry BHPa3KOBOTO KOJITY B akTHBHIN ¢opmi», kox mocimimkeHHs SPY123-201,
OcHoBHUII TpOTOKON KiiHIYHOTO BHIpoOyBaHHsS SPY123-201, pemakmis 1.2 Bim 04 depBHS
2025 p.; Homarok, 1mo omucye KOHKpPETHE BTpYy4YaHHs i3 3actocyBaHHsM komOiHarii SPY 130,
penakuis 1.0 Bim 31 xoBtHa 2025 p.; [Jlomarok, mo ommcye KOHKPETHE BTpYYaHHS i3
3actocyBaHHsIM KomOiHalii SPY230, penakmis 1.0 Big 31 xoBTHs 2025 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOO BIJIITOBIJAJILHICTIO «I1I EC AU-YKPATHA»

CnoHcop, kpaiHa

«Cnaep Tepan’rotike, Ink.» [Spyre Therapeutics, Inc.], CILIA

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

SPY001-001 (SPY001-001; WBP2662, WBP2662-A, SPY001, PALO11-0001.1Ga, WBP2662
DP A.1; SPY001-001); po3uun mns in’exiit; 180 mr/ma (360 mr /2 min); WuXi Biologics (Suzhou)
Co., Ltd., Kuraii; Fisher Clinical Services GmbH, IlIsefiniapisi; Fisher Clinical Services GmbH,
Himeuunna; Fisher Clinical Services GmbH, Himeuunna;

[Tnane60 10 SPY001-001, SPYPBO-101 Placebo, po3unn mst in’exiit; WuXi Biologics (Suzhou)
Co., Ltd., Kuraii; Fisher Clinical Services GmbH, IIBeiinapisi; Fisher Clinical Services GmbH,
Himeuunna; Fisher Clinical Services GmbH, Himeuunna;

SPY001-001 (SPY001-001; WBP2662, WBP2662-A, SPY001, PALO11-0001.1Ga, WBP2662
DP; SPYO001-001); xoHmeHTpaT i MNPUTOTYBaHHA poO34YMHY g 1HQY3iH; 150 wmr/ma
(300 mr / 2 mi); WuXi Biologics (Suzhou) Co., Ltd., Kuraii; Fisher Clinical Services GmbH,
[Beitnapis; Fisher Clinical Services GmbH, Himeuwunna; Fisher Clinical Services GmbH,
Himeyunna;

[Tnane6o no SPY001-001, SPYPBO-102 Placebo, koHeHTpaT A NpUrOTyBaHHS PO3UUHY IS
iH(y3iit; WuXi Biologics (Suzhou) Co., Ltd., Kurtaii; Fisher Clinical Services GmbH, I1IBeiinapis;
Fisher Clinical Services GmbH, Himeuunna; Fisher Clinical Services GmbH, HimeuunHa;
SPY002-091 (SPY002-091; WBP2763 DP A.1, WBP2763 DP, WBP2763, PAL010-1091.1La,
SPY002; SPY002-091); pozunn mis in’ekmiit; 200 mr/min (400 mr /2 mur); WuXi Biologics
(Suzhou) Co., Ltd., Kuraii; Fisher Clinical Services GmbH, IIBeiiniapis; Fisher Clinical Services
GmbH, Himeuunna; Fisher Clinical Services GmbH, Himeuunna;
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[Tname60 no SPY002-091, SPYPBO-101 Placebo, po3uun ms 16’ exmiit; WuXi Biologics (Suzhou)
Co., Ltd., Kuraii; Fisher Clinical Services GmbH, IlIBe#inapis; Fisher Clinical Services GmbH,
Himeuunna; Fisher Clinical Services GmbH, Himeuunna;

SPY002-091 (SPY002-091; WBP2763 DP A.1, WBP2763 DP, WBP2763, PAL010-1091.1La,
SPY002; SPY002-091); koHIleHTpaT ajsi MPUTOTYBaHHS po3umHy it iHDy3iid; 200 mr/mo
(400 mr / 2 mu); WuXi Biologics (Suzhou) Co., Ltd., Kuraii; Fisher Clinical Services GmbH,
HIsetinapis; Fisher Clinical Services GmbH, Himeuunna; Fisher Clinical Services GmbH,
Himeuunna;

[Tnane6o 1o SPY002-091, SPYPBO-102 Placebo, koHIIEHTpAT 11 IPUTOTYBaHHS PO3YUHY JJIS
iH(y3iii; WuXi Biologics (Suzhou) Co., Ltd., Kuraii; Fisher Clinical Services GmbH, I1Isefinapis;
Fisher Clinical Services GmbH, Himeuuuna; Fisher Clinical Services GmbH, HimeuunHa;
SPY003-207 (SPY003-207; WBP2783A, WBP2775L, SPY003, WBP2783 DP A.1; SPY003-207);
po3unH ans in’ekuii; 180 mr/mn (360 mr /2 mur); WuXi Biologics (Suzhou) Co., Ltd., Kurai;
Fisher Clinical Services GmbH, IlIseimapis; Fisher Clinical Services GmbH, Hime4unHa;
Fisher Clinical Services GmbH, Himeuunna;

[Tname60 no0 SPY003-207, SPYPBO-101 Placebo, po3uun ms in’ekmiit; WuXi Biologics (Suzhou)
Co., Ltd., Kuraii; Fisher Clinical Services GmbH, IlIBe#inapis; Fisher Clinical Services GmbH,
Himeuunna; Fisher Clinical Services GmbH, Himeuunna;

SPY003-207 (SPY003-207; WBP2783A, WBP2775L, SPY003, WBP2783 DP; SPY003-207);
KOHLEHTPAT JIJIsl IPUTOTYBaHHS po3uuHy A iHPy3iit; 150 mr/mu (300 mr / 2 mur); WuXi Biologics
(Suzhou) Co., Ltd., Kuraii; Fisher Clinical Services GmbH, IIBeiiniapisi; Fisher Clinical Services
GmbH, Himeuunna; Fisher Clinical Services GmbH, Himeuunna;

[Tnae6o mo SPY003-207, SPYPBO-102 Placebo, koHIieHTpaT A MPUTOTYBaHHS PO3ZYMHY IS
1Hpy3iit; WuXi Biologics (Suzhou) Co., Ltd., Kuraii; Fisher Clinical Services GmbH, [lIBeitnapis;
Fisher Clinical Services GmbH, Himeuuuna; Fisher Clinical Services GmbH, Himeuunna

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

1) nixap Ckubano C.A.

ToBapucTBO 3 0OMEKEHOIO BiAMOBIIATBHICTIO « MiXKHAPOAHUN 1THCTUTYT KIIHIYHUX TOCIIHKEHDY,
BIUTUI TacCTPOEHTEPOJIOTii Ta TenaroJiorii CTalllOHApHOTO BIIIUIEHHS MEIUYHOro LEHTPY
«Ox!Kmninix+», M. Kuis

2) n.m.H. ['onoBuenko O.1.

ToBapuctBo 3 oOMmexkeHor  BignosinanpHicTio «Meanyauii  Ientp Xenc  KumiHiky,
BUIIIJT  TaCTPOEHTEPOJIOTii, TemaToyiorii Ta eHAOKpPUHOJOTH MemuyHoro  KIIIHIYHOTO
JOCIIiTHUIBKOTO LIEHTPY, M. BiHHUIIA

3) k.M.H. [lerpuna B.O.

KomyHnanbHe HekoMmepuiiiHe miampueMcTBo «OOnacHa KiiHIYHA JikapHS [BaHO-PpaHKIBCHKOI
00J1acHOI paJiny, raCTPOCHTEPOJIOTIYHE BiAIIJIeHHs, M. IBaHO-DpaHKIBChK




MIPOJIOBXKEHHS 101aTKa 3

4) nikap Joneus [1.I.

ToBapucTBO 3  OOMEXEHOW  BiAmoBimanbHicTIO  «Menoyn-Kminiky»,  cremiami3zoBaHe
racTpOSHTEPOJIOT YHE BiIUICHHS JIIKYBaITbHO-NPODIIAKTHYHOTO MiIpo3/iry MeTn4Horo HeHTpy,
M. KuiB

5) n.m.H., pod. CranicnaBuyk M.A.

KomyHaneHe HekoMepIiiHe mianpueMCTBO «BiHHMIIbKa oOjlacHa  KJIIHIYHA  JTIKApHS
iMm. M.I. TluporoBa Binuuibkoi ob6macHoi Pamu», OOmacHuil crHeniamxi30BaHWA KITIHIYHUN
racTpOCHTEPOJIOTiYHUI  1EeHTp, BIiHHMIBKHMH  HAIlOHAIBHUN  MEIWYHHUH  YHIBEpCHTET
iMm. MLI. [Iuporosa, kadeapa BHyTpintHL01 Meauiau Nel, M. BinauIs

6) 3aB.Bia. 300piBchKUit S1.M.

VYHiBepcUTeTCHKA JiKapHs JIepKaBHOTO HEKOMEpIIHHOro HiANPUEMCTBA
«JIbBiBCHKMI ~ HAIlOHATBHUN  MenuyHui  yHiBepcuteT iMeHi [anmnma  [amumpkoroy,
KJIiHIKa Xipyprii, Xipypriune Bigainenus Nel kammycy imeni Map’sina [lanuummmna, M. JIbBiB

7) x.M.H. I'epacumenko O.M.

ToBapuctBo 3 oOMexeHOw BignoBimanpHicTIO «Meauunuii nentp «Koncumiym Menikamy,
KIIIHIKO-KOHCYJIbTaTUBHE BiIisIeHHsI MeANYHOTO LIEHTpY, M. KuiB

8) nikap binorkau O.VY.

ToBapuctBo 3 oOMexeHow BimnosinameHicTIO «EgxenmbBeiic  Menike», —creniamizoBaHe
racTpOCHTEPOJIOriuHe BiiIIeHHs MeauuHoro nenTpy, M. Kuis

9) nikap Yymnpuna JI.O.

ToBapuctBo 3 o0OMexeHOI BiamoBiganbHicTIO «lleHTp ciMeliHOT MeTUIUHU  TUIIOCY,
Creliali30BaHe racTPOCHTEPOJIOTYHE BIIIUIEHHS MeauuHoro ueHTpy, M. Kuis

10) nikap Mapuyk 1O.B.

Komynanehe ninnpuemctBo «BonnHcbka o0nacHa KiliHIYHA JIIKapHS» BonnHcebkoi o6nacHoi paau,
XipypriuHe BiJJIIJIEeHHS €HJOKPUHHOI Ta a0IOMIHAIBbHOT MATOJIOTI{ 3 MPOKTOJIOTITYHUMH JIKKaMH,
M. JIyupk

11) a.m.H., mpod. lleBuyk C.B.

«YHIBepCUTETChbKAa  KIIIHIKa» BIHHUIBKOrO  HALlIOHAJIBHOTO  MEIUYHOIO  YHIBEPCHUTETY
iMm. M.I. IluporoBa (1iKyBaJbHO-HABUAIbHO-HAYKOBUN LIEHTP), TEpaneBTUYHE BiJJIIJICHHS,
Binauubkuil HanioHanesHUN MeauuHuil yHiBepcuteT iM. M.I. ITuporosa, kadeapa BHYTpIIIHBOT
Mmegunuan Ne2, M. Binuuis

12) x.m.H. Janumox C.B.

KomynanbHe HekomepuiiiHe mnianpuemctBo KuiBcbkoi obnacHoi paau «KwuiBcbka oOnacHa
KJIIHIYHA JIIKapHS», By3bKOCTICIiaTi30BaHe TepaneBTUYHE BiAAUIeHHS, M. KuiB

13) x.m.H. babanina M.IO.




MIPOJIOBXKEHHS 101aTKa 3

Komynansue nianpuemctBo «IlonraBchka obnacHa kiiHiyHa jgikapuasa iMm. M.B. CkiidocoBcbkoro
[TonTaBchkoi 00JIACHOT paam», OONACHWH JTIKYBaJlbHO-IIarHOCTHYHHHA TaCTPOCHTEPOJIOTIYHUN
ueHtp, M. [lonraBa

14) n.m.H., ipod. Baosuuenko B.1.

Komynanbne HexoMepuiliHe MianpueMcTBo «JIbBiBChbKE TepUTOpiajgbHE MeAMYHE 00’ €IHAHHS
«barartonpodinpHa KITiHIYHA JIIKApHS IHTCHCUBHUX METOJIB JIIKYBaHHS Ta IIBHUIKOI MEIMYHOT
nonomorun», Llentp Tepamii Bimokpeminenoro minposainy «Jlikapus Cesaroro [lanTteneiimoHay,
Jlep>kaBHE HEKOMepIliiiHe MiAnpueMCcTBO «JIbBIBCHKMI HALIOHAJBHUNA MEIMYHUIN YHIBEPCUTET
imeni [lanmna Tamuipkoro», xadenpa tepamii Nel, MeaudHOi AIarHOCTUKU Ta IeMaToJIOTil 1
Tparcdy3ionorii hakyIbTeTy MCISIUIIOMHOI OCBITH, M. JIBBIB

[IpenapaTy MOpiBHAHHS, BAPOOHUK
Ta KpaiHa

CymnyTHi MaTepianu/mpenaparu
CYNyTHBOI Tepamii/topuandaa abo
¢izngna oco0a, sKa i€ 3a
JIOBIPEHICTIO, SIKY HaJlaB CIOHCOD 41
3assBHHUK HA BBE3CHHS
JOCTIIKyBaHUX JIIKAPChKUX 3aC00iB
Ta CYMyTHIX MaTepiajiB

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)




Jonmarox 4

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

3aTBEPIKEHHS CYTTEBUX IONIPABOK»
03.04.2026 Ne 458

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«PangomizoBaHe, MOJBIMHE CIIiNe, IJ1ane00-KOHTPOIbOBAHE JOCIIKEHHS $a3u 1 3 MOCTynmoBUM
MIIBUIIICHHSIM OJHOPA30BOi JTO3U /ISl OIIIHKU O0€3MEeUHOCTI, TEPEHOCUMOCTI, (hapMaKOKIHETUKHU Ta
(dapmakogunamikn mipenapary JADE201 npu migmkipHoOMy —BBEIEHHI yYacHUKaM 13
peBMaToinHuM apTpuTom», Kox nocmimkenns JADE201-01, [lepunnauid, Bepcisa 2 Big 17 rpyass
2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

CnoHcop, kpaiHa

«JIxein baiocaiiences, Iak.», CIIIA / Jade Biosciences, Inc., USA

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

JADE201 (JADE201; monceke MoOHOKJIOHaNbHE aHTHTUIO Kiacy IgGl mo penentopa BAFF;
WBP2885, WBP2885H; JADE201); po3uun mis in'exkuiid (pmakon mictuts 350 Mmr/2 wu);
175 mr/mn (mimirpam/minimitp); WuXi Biologics (Suzhou) Co., Ltd., China; WuXi Biologics
(Shanghai) Co., Ltd., China; WuXi Biologics (Shanghai FX) Co., Ltd., China; Catalent Germany
Schorndorf GmBH, Germany; Cilatus Manufacturing Services Limited, Ireland;

JADE201 Pozumnauk (Po3umnnuk mans  JADE201 (JADE201 Formulation Buffer));
po3unH Juis iH'ekuii; 20,5 ma (mutnitp); WuXi Biologics (Suzhou) Co., Ltd., China; WuXi
Biologics (Shanghai) Co., Ltd., China; WuXi Biologics (Shanghai FX) Co., Ltd., China; Catalent
Germany Schorndorf GmBH, Germany;  Cilatus Manufacturing Services Limited, Ireland;
[Mnane6o nmo JADE201 (Ilmame6o mo JADE201); po3umn mna iw'exuiid; 0,9 % NaCl;
[IpuBaTHe akiionepHe ToBapucTBo «PapmaneBTuyHa pipma «lapHuis», Ykpaina

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

1) xk.M.H. ®engopoBuy X.M.

TOBAPUCTBO 3 OBMEXEHOIO BIAITOBIJJAJIBHICTIO «APEHCIA EKCITJIOPATOPI
MEJICIH», BinaiieHHsI HOBITHIX TeXHOJOTi Menn4yHoro 1eHTpy, M. IBaHo-DpaHKiBChK

2) k.m.H. Meddopna T.O.

TOBAPHUCTBO 3 OBMEXEHOIKO BIIITOBIOAJIBHICTIO «APEHCISA EKCITJIOPATOPI
MEICIH, Bigaia KIiHIYHEX JOCTKeHs Meauaaoro nenTpy, M. Kuis

[TpenapaTty MOpiBHAHHS, BUPOOHUK
Ta KpaiHa

CymnyTHi MaTepianu/mpenaparu
CYNyTHBOI Tepamnii/topuindHa abo
¢izuyHa oco0a, sKa i€ 3a




MIPOJIOBXKEHHS J10aTKa 4

JOBIPEHICTIO, SIKY Ha/IaB CIIOHCOP YU
3asBHUK Ha BBE3CHHS
JOCITIJIKYBaHUX JIIKAPCHKUX 3ac001B
Ta CyMyTHIX MaTepiaiiB

B.o. HayasibHuKka PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO
(migmuc) (Bnacue im’st [TIPI3BUILIE)




Jonarok 5

110 Haka3zy MiHICTepCTBa OXOPOHU 37I0POB’ s
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
03.04.2026 No 458

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«KniHiyHE MOCTIDKEHHS 3 OIIHKM O10€KBIBaJIGHTHOCTI JIIKAPCHKUX 3ac00iB «AJIOIYPUHOI,
tabnetku o 300 mr, BupoOuunTea [TAT HBILI «bopmariscekuit XP3» ta «Zyloric®», Tabnerku
nmo 300 wmr, BupoOHunrBa Aspen Bad Oldesloe GmbH, Himewyunna 3a ydacTio 310pOBHX
n00poBoIBIIBY, Kox nociimpkeras BHFZ B-2501, Bepcist 02 Big 10.03.2026 p.

3asBHUK, KpaiHa

ITAT HBI «bopmiarisebkuit XdD3», Ykpaina

CnoHncop, kpaiHa

ITAT HBIJ «bopmariBcbkuii XD3», Ykpaina

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

Anonypunon (Allopurinol); Tabnetku; onHa Ttabnerka MicTUTh anomypuHony 300 wr;
ITAT HBIL] «bopmariBcekuit XdD3», Ykpaina

Biamosinaneamii (1) 1ocmiqHuK (v)
Ta Micie (51) IpoBeICHHS
BUNIPOOYBaHHs B YKpaiHi

1) ronoBHwmiA Jikap Aprum b.1.

TOBAPHCTBO 3 OBMEXXEHOIO BIAIIOBIJAJILHICTIO «KJIIHIKA IHHO®AP-YKPATHA
IHHOBEWTIB OAPMA  PECEPYy, Mennunuit LEHTD, YepHiBenibka 0011,
Hosocenunpkuii p-H, ¢. bosau

2) k.6.1. Cabko B.€.

TOB «Knindapmy», bioananituyna naboparopis, Kuiceka o6sactb, M. Ipminb

[TpenapaTtu mopiBHSAHHS, BUPOOHUK
Ta KpaiHa

Zyloric®300 mg (Allopurinol); Ttabmnerku; 1 Tabnerka MictuTh anonypuHony 300 wr;
Aspen Bad Oldesloe GmbH, Germany

CymnyTHi MaTepianu/mpenaparu
CYITyTHBOI Teparlii/fopuindHa abo
¢d13uyHa 0coba, sKa i€ 3a
JIOBIPEHICTIO, SIKY HaJaB CIIOHCOP YU
3asBHUK Ha BBE3CHHS
JIOCITIJIKYBaHUX JIIKApPChKUX 3ac001B
Ta CYMyTHIX MaTepiajiB

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA

Oaexkcanap I'PIHEHKO
(Bnacue im’st [TIPI3BUILE)

(migmc)




JlomaTok 6

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

3aTBEPIKEHHS CYTTEBUX IOIPABOK»
03.04.2026 Ne 458

Inentudikariist CyTTEBOI MOMPaBKU

OnoBnena bpomypa nocmigHMKa IS JOCHIIHKYBaHOTO JIKapchkoro 3aco0y Brivaracetam
(bpiBapameram), Bepcis 27.0 Bix 23 mrotoro 2026 poky

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 1598 Bix 17.09.2024

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«bararoneHTpoBe, BIIKPUTE JOCITIKEHHS 3 OJIHIEI0 TPYIIOKO JIJIS OI[IHKU JIOBTOTPHBAIIOT OE3MEeKH Ta
MepeHocuMocTi OpiBapalieTaMy B YYaCHUKIB 13 AUTAYOI0 a0CaHCHOIO 200 IOBEHIIBHOI a0CaHCHOIO
emisencieroy, EP0224, Bin 26 Bepecus 2023 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, kpaiHa

«¥OCibi biopapma EcApEn», bensrist/ «UCB Biopharma SRL», Belgium

B.o. HavaabHnKa PapManeBTHYHOIO YIIPABJIIHHA Ouaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jlonatok 7

110 HaKazy MiHiCTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOMPABOK)
03.04.2026 Ne 458

Inentudikariist CyTTeBOI MOMPaBKU

OHOBJIEHUH MPOTOKOJ KIIHIYHOTO BHUIpPOOyBaHHs, Bepcis 6 Bim 15 rpymas 2025 p.;
®opma inpopmoBanoi 3roau, Bepcis 4.0 i Ykpainu ykpaincekoro MoBoro Bijg 03 mororo 2026 p.
Ha ocHoBi maiicTep-Bepcii ¢popmu iHpopMoBaHOi 3roau s pociimpkeHnHss MN45053, Bepcis 6,
Bix 27 ciunsg 2026 p.; 3MiHa Ha3BH MICIS POBECHHS KJITHIYHOTO BUITPOOYBAHHS:
bVYJIO CTAJIO

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

KomyHasibHe HekoMepliiiHe MiJIPUEMCTBO | YHIBEPCUTETChbKA  JIKapHSA  JEp>KaBHOTO
JIbBiBCHKOI ~ OoOmacHOi paaum  «JIpBIBChKa | HEKOMEPIIIMHOTO MianpueMcTBa «JIbBIBCHKUI

obyacHa KiIiHIYHA JIIKapHS», HEBPOJIOTIYHE | HalllOHAJIBHUHN METUIHUH YHIBEPCUTET
Bigminenus, M. JIbBiB iMmeHi  Jlammnma — [anmmbkoroy, Kiminika
HEBPOJIOTii Ta Helpoxipyprii, HEBpPOJIOTiYHE
BiJUTIJIEHHS KamIycy iMeHi
Map’sna ITanunimmHa, JepxaBHe
HEKoMepIiiHe mianpueMcTBo  «JIbBIBCHKHUI
HAI[lOHATEHUI MEAUYHUN YHIBEpPCUTET

imeHi  Jlanunma  [amunbkoro», — kadenpa
HeBpoJorii, M. JIbBIB

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 2072 Bix 10.12.2024

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«Binkpute, OaraToleHTpOBE, AOAATKOBE JMAOCHIPKEHHS JJIs OLIHKA CHPUNHATTA Mal[ieHTOM
(hI3UYHOTO BIUIMBY PO3CITHOTO CKJIEPO3y Ta HAJAHHS TOJAJIBIIOrO JIOCTYIY J0 OKpenizyMaly
MaIieHTaM 3 pPO3CITHUM CKJIEPO30M, Kl paHille Opaiu ydacTb Y JOCITIJKEHHSX, CIIOHCOPOBAHUX
kommaHier «JlxeneHnTex» ta/abo «d.Xoddmann-JIs Porr JItTny» Ta, aKi HE MarOTh TOCTYIHOCTI J0
IporpamMu JOCTYIY MICis KIiHIYHOro BUMIpoOyBaHHs», MN45053, Bepcis 5 Big 09 tpaBus 2025 p.

3asBHHUK, KpaiHa

ToBapucTBo 3 00MexkeHO010 BianoBiAanpHICTIO «Pour Ykpaina»

CnoHcop, KpaiHa

®.Xodbdpmann-JIs Pour Jita, [seiuapis

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(mignuc) (Bnacue im’st [TIPI3BUILE)



Jomatox 8

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

3aTBEPIKEHHS CYTTEBUX IOIPABOK»
03.04.2026 Ne 458

InenTudikamist CyTTe€BOI MOMPABKU

ATecTarris OIHKY Ha TATIEpOBOMY HOCI1 715 300py JaHKX 3 METOIO €JIEKTPOHHOT OLIHKH Pe3yJIbTaTiB
nikyBaHHs (€COA): «Paper Assessment Attestation for eCOA Data Collection, Ukrainian (Ukraine)
V1.0 27-Aug-2025», Bepcis 1.0 Bix 27 cepnnst 2025 p., yKpaiHCbKOIO MOBOIO; 3MiHa Ha3BU MICIIS
MIPOBEICHHS KJIIHIYHOTO BUIPOOYBAaHHS:
BYJIO CTAJIO

I.M.H., mpod. Bomonpko H.A. I.M.H., mpod. Boinonpko H.A.

KomyHnaneHe HekomepiiiiHe mignpuemMcTtBo | KomyHanmpHe HEKOMEpIiiHE —IMiJIPUEMCTBO
JIbBiBCcbKOi  oOmacHOi pamu  «JIpBiBcbKkuME | JIbBiBCchKOi  oOmacHOi pamu  «JIbBIBCHKHUI
OHKOJIOTIYHMH  PETIOHANBHUN  JIKYyBaJbHO- | OHKOJIOTIYHHIA  PETiOHAIBHUN  JTIKyBaJIbHO-

JarHOCTUYHUN LHEHTPY, OHKOJIOT1YHE | 11arHOCTUYHHMA LHEHTP», OHKOJIOT1YHE
rinekonorivae BimineHHs Nel, JIbBiBChbKkuE | riHekonoriuyHe BimmuieHHs Nel, JlepxaBHe
HaIL[lOHAJIbHUN MEIUYHUNA YHIBEPCUTET | HEKOMEpLiiHe MiAnpueMcTBO «JIbBIBCHKUit
imeni Jlaauna [anumpkoro, kadeapa OHKOJIOTIT | HAI[IOHATLHUI METUYHUI YHIBEPCUTET
1 paxmionorii (¢akynpTeTy MICAAAMIUIOMHOI | iMeHi  Jlanmma  Tamunpkoro»,  kadenpa
OCBITH, M. JIbBIB OHKOJIOT11 1 paaionorii dakynbTeTy

MICISIANIUIOMHOI OCBITH, M. JIEBIB

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 80 Bix 19.01.2021

HasBa kiiHiYHOTO BUIPOOYBaHHH,
KOJ, BepcCis Ta faTa

«PannomizoBane, nozasiitHe cuine pocmimxeHHs I a3 ns ouninku nemMOponizymaly MOPIBHSHO 3
iane0o y koMOiHalli 3 a1'FoBaHTHOIO XiMioTepariero 3 abo 6e3 mpoMeHeBoi Tepartii JIst TIKyBaHHS
MAI[IEHTOK 3 HEJAaBHO J1arHOCTOBAaHUM PAaKOM €HJIOMETpis 3 BUCOKMM PHU3UKOM IIiCIs omeparii 3
nikyBanpHOIO MeTolo (KEYNOTE-B21 / ENGOT-enl1 / GOG-3053)», MK-3475-B21 / ENGOT-
enll / GOG-3053, 3 inkopropoBaHoto nonpaskoro 03 Bix 25 cepnus 2022 poky

3asBHHUK, KpaiHa

ToBapuctso 3 o6mexkeHoto BianosiganbHicTIO «MCJI Ykpainay

CnoHcop, KpaiHa

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

B.o. HauaibHuKa PapMaleBTUYHOTO YIIPABJiHHSA Ouaekcanap 'PIHEHKO

(mignuc) (Bnacue im’st [TIPI3BUILLE)



Jomatok 9

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

3aTBEPIKEHHS CYTTEBUX IOIPABOK»
03.04.2026 Ne 458

Inentudikariist CyTTEBOI MOMPaBKU

Bbpomypa mociigauka RO4964913, Ocrelizumab/Ocrevus®, Bepcist 24 Big nucronaga 2025 poky,
aHTJHCHKOI0 MOBOIO; 3MiHA HA3BH MICIls TPOBEJACHHSI KJIIHIYHOTO BUIPOOYBaHHS:

bVYJIO CTAJIO
I.M.H., ipo¢. Herpuua T.1. I.M.H., po¢. Herpuu T.I.
KomyHasibHe HekoMepliiiHe MiIIPUEMCTBO | YHIBEPCUTETChKA  JIKapHA  JepKaBHOTO
JIbBiBCHKOI ~ OoOmacHOi paam  «JIpBIBChKa | HEKOMEPIIHOTO MianmpueMcTBa «JIbBIBCHKHIA

obyacHa KiIiHIYHA JIiKapHS», HEBPOJIOTIYHE | HAllIOHAJbLHUN METUIHUI YHIBEpPCUTET
Bigminenus, M. JIbBiB iMeHi Jlanmma lanmuubkoroy, KJIiHIKa
HEBPOJIOTii Ta HEHpoXipyprii, HEBPOJIOTIYHE
BiJUTIIEHHSA KaMITyCy iMeHi
Map’sina [TanunmmHa, JepxxaBHe
HEKOMepIiifHe miaAnpueMcTBO  «JIbBIBCHKHMI
HaI[lOHAJLHUHN MEIUYHUN YHIBEPCUTET

imeni  Jlamunma  lanmumbkoro»,  kadenpa
HeBpouiorii, M. JIbBIB

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 2426 Bin 05.11.2021

HasBa kiiHiYHOTO BUIPOOYBaHHH,
KOJ, BepcCis Ta faTa

«BATATOLIEHTPOBE PAHJIOMI3ZOBAHE ITOABIMHE CJIIIIE JOCJIJIKEHHS 111 ®A3U 3
[IOJIBIMHOIO IMITALIIEIO JUISL OIIIHKU BE3IEYHOCTI TA E®EKTHUBHOCTI
OKPEJII3YMABY V IIOPIBHSHHI 3 ®IHI'OJIMOJAOM V MITEM TA IUJITKIB I3
PEHUAMBYIOUO-PEMITYIOUUM PO3CISAHUM CKIIEPO30OM», WN42086, Bepcis 6
Bix 6 TpaBHs 2024 p.

3asBHHUK, KpaiHa

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

CnoHcop, KpaiHa

@. Xobdmann-JIg Pomr Jita, HIsetinapis (F. Hoffmann-La Roche Ltd, Switzerland)

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(mignuc) (Bnacue im’st [TIPI3BUILLE)



Jomatok 10

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

3aTBEPIKEHHS CYTTEBUX IOIPABOK»
03.04.2026 Ne 458

Inentudikariist CyTTEBOI MOMPaBKU

Jlocke mocmimkyBaHoTo Jikapcbkoro 3acody CT-P51 [Pembrolizumab], Bepcis 3.0 Big 23 KoBTHs
2025 p.; Hocbe mochimkyBaHoro mikapcbkoro 3aco0y CT-P51 [Pembrolizumab], Bepcis 4.0
Bix 29 ciuns 2026 p.

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 2147 Bix 25.12.2024

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«IlogBiiine cmime, paHaOMi30BaHEe, KOHTPOJIbOBAHE aKTUBHHUM IpENapaTtoM AOCTiKeHHS (a3zu 3,
SIKE TIPOBOSATH Y MapaleIbHUX TPyIax s MOPIBHSIHHA e()eKTUBHOCTI Ta OE3MEYHOCTI MpenapaTiB
CT-P51 Ta Kitpyna B kombOiHamii 3 XimioTepami€ro mpenaparaMy IJIATHUHUA 1 IEMETPEKCEeIOM Y
MAIIEHTIB 13 METACTATUYHUM HEIUIOCKOKIIITHHHUM HEIPIOHOKITITHHHIM PAaKOM JIET€Hb, SIKI paHille
He oTpuMyBanu JgikyBanHs», CT-P51 3.1, Bepcis 2.0 Bix 14 aucronaga 2024 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

CnoHcop, kpaiHa

CEJUITPIOH Iuk., Pecny0aika Kopes [Celltrion, Inc., Republic of Korea]

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



Jomatok 11

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

3aTBEPIKEHHS CYTTEBUX IOIPABOK»
03.04.2026 Ne 458

Inentudikariist CyTTEBOI MOMPaBKU

BxiroueHHs J0JaTKOBOTO MicClis TPOBEICHHS KJITHIYHOTO BUTPOOYBAHHS:
Ne I1.1.B. BigmoBigaJbHOrO AOCIIIIHUKA
/11 HazBa Miciis mpoBeieHHs KJIIIHIYHOTO BUIIPOOYBaHHS
1. | km.H. [T'sTHunBKa T.B.
KomynaneHe HekoMepliiiHe MiIIpPUEMCTBO «XMETbHUIIBKUNA 00aCHUI MPOTUITY XJIMHHUN
1IeHTp» XMEIbHHUIIbKOI 001aCHOI paJiv, BIIIJICHHS OHKOTTHEKOJIOTii, M. XMEIbHUIIbKUAN

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIPOOYBaHHS

Ne 1326 Bix 02.07.2021

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«bararonienrpose, Bigkpure nocuimkeHss Il ¢a3u mis omiHKKA TOBrOCTPOKOBOI OE3MEYHOCTI Ta
e(deKTUBHOCTI B YYAaCHHUKIB, SKUM Hapas3l MPOBOJUTHCS JIKyBaHHS a00 CIIOCTEPEKECHHS Y
JOCTIPKEHHSX, 10 BKIIIOYAIOTh eMOpoiizymad», MK-3475-587, 3 iHKOpIIOpOBaHOIO MOIPABKOIO
08 Big 25 mrotoro 2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTI0O «MC/] Ykpainay

CnoHcop, KpaiHa

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

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



JlomaTok 12

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

3aTBEPIKEHHS CYTTEBUX IOIPABOK»
03.04.2026 Ne 458

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa Ha3BH MicClsl MPOBEIEHHS KITHIYHOTO BUITPOOYBAHHS:

BYJIO CTAJIO

I.M.H., mpod. Bomoapko H.A. I.M.H., mpod. Bononpko H.A.

KomyHnaneHe HekomepiiiiHe mignpuemcTtBo | KomyHanmpHe HEKOMEpIiiiHE —MiJIPUEMCTBO
JIbBiBCcbKOi  oOmacHOi pamu  «JIpBiBCchbkuME | JIbBiBCchKOi  oOmacHOi pamu  «JIbBIBCHKHUI
OHKOJIOTIYHUHM  PETIOHANBHUN  JIKYyBaJbHO- | OHKOJIOTIYHHIA  pPETiOHAIBHUN  JIKyBaJIbHO-
I1arHOCTHYHUN HEHTPY, OHKOJIOT1YHE | JIarHOCTHYHUN LEHTPY, OHKOJIOT14YHE
rinekonorivae BimmineHHs Nel, JIbBiBChbKuME | riHekomoriuyHe BimmuieHHs Nel, JlepxaBHe
HaIL[lOHAJIbHUN MEIUYHUNA YHIBEPCUTET | HEKOMEpLiiHe MiAnpueMcTBO  «JIbBIBCHKUit
imeni Jlanuna [anumbkoro, kadeapa OHKOJIOTIT | HAI[IOHATLHUI MEJTUYHUI YHIBEPCUTET
1 pamionorii Qakynprery micasauruioMHoi | imeHi  Jlammnma — [amunekoro»,  kadenpa
ocBitH, M. JIbBiB OHKOJIOT1{ i panionorii daxynbTeTy

MICISIANIUIOMHOI OCBITH, M. JIEBIB

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 636 Bix 22.03.2019

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJI, Bepcis Ta J1aTa

«PannomizoBane, nojgiitne cumine npochimkeHHs Il ¢asu nposenenHs ximiorepamii 3 ab6o 0e3
neMOpoJi3ymMaly 3 moIaIbIIUM HIATPUMYIOUUM JIKYBaHHSIM ojlanapruooM ado rianedo it Teparnii
MepIoi JiHil y MaIi€eHTiB 3 PO3MOBCIOIKEHUM eIiTemanbHuM pakoM sieuHukiB (EPST) 6e3 myTamiit
y redi BRCA (KEYLYNK-001 / ENGOT-ov43/GOG-3036)», MK-7339-001/ENGOT-0ov43/GOG-
3036, 3 iHKopriopoBaHoto nonpaskoro 05 Bix 19 cepnust 2025 poky

3asBHHUK, KpaiHa

ToBapuctso 3 o6mexkeHoo BianosiganpHicTIO «MCJ Ykpainay

CnoHcop, KpaiHa

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

B.o. HayaibHUKa PapMaleBTHYHOIO YIIPABJIIHHSA

Oaexcanap 'PINEHKO

(mignuc)

(Bnacue im’st [TIPI3BUILE)




Jonatok 13

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOIMPABOK)
03.04.2026 Ne 458

InenTudikaist CyTTEBOI MOMPABKU

OnoBieHU TPOTOKOJ KiiHIYHOTO BUNpoOyBanus MK-7240-015, 3 iHKOPIOPOBAaHOO MOMPABKOIO
01 Big 08 mumust 2025 poky, aHrmiiickkoro MoBow; Ykpaina, MK-7240-015, Iadopmamis Ta
JOKYMEHT Ipo iH(HOpMOBaHy 3rofy [uisi namienta, Bepeis 01 Bix 19 motoro 2026 p., yKpaiHCHKOO
MoBoro; MK-7240-015, Xypnan peectpariii BBeIeHHsI JOCTIIKYBAHOTO Mpenapary Npu3HaueHUun
JUTS 3aCIIIUICHOT YacTUHH AociipkenHs, Bepcit V1.0 00 1.1, ykpaincekoro MmoBoro; MK-7240-015,
XKypnan peectpauii BBeI€HHs JOCTIKYBaHOTO Ipenapary MpU3HAYCHUH AJI BIAKPUTOI YaCTUHU
nociimkenns, Bepcis V1.0 00 1.1, ykpaincekoro MoBor; MK-7240-015, 3o0paxkeHHs Ha
CJIEKTPOHHUX HIOJeHHUKAX s marienta, Bepcis 1.00 Big 11 mumas 2025 poky, ykpaiHCBKOIO
MoBoto; MK-7240-015, Cuenapiii BigeoposMKa CTOCOBHO IHCTPYKIIi i3 3acTOCyBaHHS
aBToin’ektopa MK-7240 — cmine mocmifpkeHHs, Bepcis 1, ykpaiHcbkoro MoBoro; MK-7240-015,
CreHapiii BiZleOpoJIMKa CTOCOBHO THCTPYKIIIi 13 3acTOCyBaHHS aBTOiH ekTOopa MK-7240 — Bimkpute
JOCHIJKEeHHs, Bepcis 1, ykpaiHcbkoro MoBoro; MK-7240-015, IncTpykmii i3 3acTocyBaHHS
nociikyBanoro mnpenapary MK-7240/mmane6o 3a 1O0MOMOror aBTOIH €KTOpa, CIIMHN Tepioj
nocmikenns, sepcist 1.0 Bix 18 kBiTHS 2025, ykpaincekoro moBoro; MK-7240-015, Inctpykuii i3
3acTOCyBaHHs JAochipkyBaHoro npenapary MK-7240 3a momomoror aBTOIH €KTOpa, BIIKPUTHN
nepioa jociimkenHs, Bepcis 1.0 Bix 18 kBitHs 2025, ykpaincekoro MoBoro; [Ipenmern s
MAIIEHTIB: CyMKa JJIsl TIEpeHeCeHHs MartepianiB fociikeHHs; OHoBneHe J[oche 1OCIIIKyBaHOTO
nikapcpkoro 3acooy MK-7240, sepcis 08ZNSY Bix 13 nucronaga 2025 poky, aHTII1HCHKOI0 MOBOIO;
BxJ1toueHHs JOAaTKOBUX MICIlb IPOBEJCHHS KIIHIYHOTO BUIPOOYBaHHSL:

Ne I1.1.B. BiAIOBIMAILHOTO HOCIITHUKA

n/n HasBa miciisg mpoBe/ieHHs KJIIHIYHOTO BUTPOOYBAaHHS

1. | n.m.H., npo¢. CranicnaBuyk M.A.

KomyHnaneHe HekomepliiiHe MiNpUeEMCTBO «BiHHUIbKa oOMacHa KIIIHIYHA JIIKapHS
iMm. M.L. [MuporoBa Binnunpekoi obnacuHoi Paam», BucokocnemianizoBaHuil KIiHIYHUN
IlenTp peBmaTosOrii, ocTeonopo3y Ta OlosoriyHoi Teparii, BIHHUIIBKUI HaIllOHATHHUI
mennyHuid yHiBepcuteT iM. M.I. Iluporosa, kadenpa BHyTpimHboi Memuinuau Nel,
M. Bigauns




IPOJIOBXKEHHA foaaTka 13

2. | x.M.H. I'punenxo I'.M.

KoMmyHanpbHe HekoMepIliiHe MiAnpHEMCTBO «JIbBIBChKE TepUTOpiaibHE MEIUYHE
o0’eqnanna «KumiHiuHA JiKapHS IUIAHOBOTO JIIKYBaHHs, peaOimitamii Ta majliaTHBHOI
JIOTIOMOTH PEBMATOJIOTIUYHE BIIIUICHHS BIJOKPEMJICHOTO TMiapo3ainy «4-a JlikapHsy,
M. JIbBIB

Howmep Ta nata nakazy MO3 nipo
MIPOBEJICHHS KIIHIYHOTO
BHUIPOOYBaHHS

Ne 1336 Bix 26.08.2025

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PanyiomizoBaHe, MoOjBiiHE citine, TUIae00-KOHTPOIboBaHe nociimkeHHs IIb dasu mns omiHkm
e(eKTUBHOCTI Ta O€3MEKH TYIICOKIOAPTY y yUaCHUKIB 13 IcopiaTUYHUM apTputom», MK-7240-015,
Bepeis 00 Bix 21 TpaBHs 2025 poky

3asBHUK, KpaiHa

ToBapucTBO 3 0OMe)eHOo10 BianoBiganbHicTIO «MCJl Ykpaina»

CnoHcop, KpaiHa

TOB Mepk llapn eng Joym, CIHA (Merck Sharp & Dohme LLC, USA)

B.o. HayanbHuKa PapMaleBTHYHOIO YIIPABJIIHHSA Oaexcanap 'PINEHKO

(migmuc) (Bnacue im’st [TIPI3BUILIE)




Jomatok 14

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

3aTBEPIKEHHS CYTTEBUX IOIPABOK»
03.04.2026 Ne 458

Inentudikariist CyTTEBOI MOMPaBKU

Jloche mocmipKyBaHoro Jiikapebkoro 3aco0y: QL2107 (memOpoizyma0), Bepcis 1.4 Big 22 KOBTHS
2025 poky; QL2107-102 Jluct Bin mikaps jgo jikaps _ Ykpaina Bepcis 1.0 Bim 09 ciuns
2026 poKy yKpaiHCHKOIO MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1336 Big 26.08.2025

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PangomizoBaHe, MOJBIMHE CIine, 0araTolEHTPOBE KIIIHIYHE AOCTIHKCHHS (PapMaKOKIHETHYHOT
exBiBasieHTHOCTI ipenapary QL2107 (morenmiiiauii 6ioananor npenapaty Kirpyna®) ta mpemapary
Kitpyna® (membpomnizymad) mpu 3acTOCyBaHHI B SIKOCTi aJ] FOBAaHTHOI Tepariii, 10 MPOBOIUTHCS 3
METOK  JIeMOHCTpalii  (papMakokiHETHYHOI MOMIOHOCTI y MAII€HTIB  TICHS  PE3eKIil
HeJPIOHOKINITHHHOTO paky jereHiB», QL2107-102, Bepcis 3.0 Bix 03 Bepecus 2025 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

CnoHcop, kpaiHa

«KBinty @apmacerotikan Ko, JIta.», Kurait (Qilu Pharmaceutical Co., Ltd., China)

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



Jonatok 15

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOIMPABOK)
03.04.2026 Ne 458

InenTudikaist CyTTEBOI MOMPABKU

[IpoTokon kiminiyHOTO BUNpoOyBanus GO29527, Bepcis 13 Big 11 rpyaus 2025 p., aHTIIIHCHKOO
MoBo1o; [Hdopmarnis mns mamieHta 1 ¢opma iHGopMOBaHOI 3roau, Bepcis 17 nmns Ykpainu
aHrTiicbko0 MoBoto Bix 11 mrotoro 2026 p.; Iadopmanis ans namienTa i Gopma iHGOpMOBaHOT
3roau, Bepcis 17 ans Ykpainu ykpaincbkoro MoBoro Bif 11 mrotoro 2026 p.; 3MiHa Ha3BU MicIs
MPOBEICHHS KITIHIYHOTO BUIPOOYBAHHS:

BYJIO CTAJIO
K.M.H. Anamuyk [".A. K.M.H. Anamuyk [".A.
KomyHnanbHuit 3aKJIaj1 «Kpuopizpkuii | KomyHanbHe — HekomepliiiHE  TOBapHCTBO
OHKOJIOTTYHHHA mucriancepy | «KpUBOpPI3bKUIT  OHKOJIOTIYHUI  AHMCIIAaHCEP»
JIHITpONETPOBCHKOT obnacHo1 panu, | JIHIIpomeTpoBChKOL obnacHo1 paguy,
ximiorepaneBTHYHE BijyiiieHHs, M. KpuBwuii Pir | ximiorepanesTuune BijuineHss, M. Kpuswuii Pir

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 549 Bin 27.08.2015

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«3s Qa3za, BIIKpUTE, paHIOMI30BaHe JOCIIIKEHHS JUIs OIIIHKY €(DEKTUBHOCTI Ta O€3MEKH NpenapaTry
ATte3omnizymad (ANTI-PD - L1 aHTuTi0) B MOPIBHIHHI 3 ONTUMAIBHOIO MIATPUMYIOUOIO TEPAIi€I0
micas aj’IOBaHTHOI XiMioTepamii ocHoBaHOi Ha llucmyaTuHl y TAIi€eHTIB 3 TOBHICTIO
pe3exTabenbHUM HEOPIOHOKIITHHHUM pakoMm JereHb IB-IIIA craapii», GO29527, Bepcis 12
Bija 24 tpaBus 2024 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOO BIJIIIOBIJIAJIBHICTIO «ITilli/li FOKPEWH», Ykpaina

CnoHcop, kpaiHa

F. Hoffmann-La Roche Ltd, Switzerland («®. Xoddmann-JIs Pomr JItny, IIBeiuapis)

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Ounexkcanap I'PIHEHKO

(migmc) (Bnacue im’st [TIPI3BUILE)



Jlomatok 16

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

3aTBEPIKEHHS CYTTEBUX IOIPABOK»
03.04.2026 Ne 458

Inentudikaris cyrTeBoi monpaBky | 3MiHa BiANOBIAAIBLHOTO JOCIITHUKA Y MICIII IPOBEACHHS KIIHIYHOTO BUIPOOYBaHHS:

BYJIO CTAJIO
K.M.H., 3aB. Bij. Kizmosa H.M. nikap FOpeup A.B.
KomyHnaneHe HekomepiiiiHe mignpuemcTtBo | KomyHanmpHe HEKOMEpIiiiHE —MiJIPUEMCTBO
«BinHumpka oOnacHa  KJIiHIYHA  JIiKapHsS | «BiHHMIbKa oOjacHa  KJIiHIYHA  JIIKaApHS
iMm. M.I. TluporoBa Binuumpkoi o6macuoi | iMm. M.I. IluporoBa BinHHIBKOI 00MacHOT
Pagu», ObnacHuii crerianizoBaHui KiiHiuHui | Pagny», O0nacHuil cremiaai3oBaHul KITIHIYHUI
racTPOCHTEPOJIOTIYHUH EHTP, M. BiHHUIIS racTPOSHTEPOJIOTIYHUHI LEHTP, M. BiHHMIA

Howmep ta nata nakazy MO3 mipo Ne 2204 Big 26.12.2023
MIPOBEJICHHS KJIIHIYHOTO

BHUIPOOYBaHHS

Ha3Ba kniniuHoro BunpoOyBanHs, | «PaHnomizoBaHe, MojBiiHE ciile, JOBIOCTPOKOBE PO3IIMPEHE JOCHIIKEHHS (pa3u 2b JIs OLIHKU

KOJI, Bepcis Ta jara (apMakoKiHEeTHKH, e(EeKTUBHOCTI, Oe3MeyHOCTI Ta mnepeHocuMocTi mnpemnapary TEV-48574 vy
JOPOCIIMX TMAIIEHTIB 13 BHPA3KOBUM KOJITOM abo xBopoOoro KpoHa cepeaHporo Ta TSHKKOTO
CTyHEHs, K1 3aBepLInIu a3y JIKyBaHHsS y Mexax aociimkeHHs i3 nigdopom no3 (RELIEVE UCCD
LTE)», TV48574-IMM-20038, 3 IlompaBkoro 05 (JP 03), pemaxuis 31 3minamu 01, Bepcis Bif
06 uepBHs 2025 p.

3asBHUK, KpaiHa TOBAPHCTBO 3 OBMEXXEHOIO BIJITOBIJTAJIBHICTIO «ITI EC AU-YKPATHA»

CnoHcop, KpaiHa Teva Branded Pharmaceutical Products R&D LLC, CIIIA

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(migmmc) (Bnacue im’st [TIPI3BULLLE)



Jomatok 17

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

3aTBEPIKEHHS CYTTEBUX IOIPABOK»
03.04.2026 Ne 458

Inentudikariist CyTTEBOI MOMPaBKU

OHOBJIEHUH TPOTOKOJ KJIIHIYHOTO BHMpoOyBaHHs, Bepcis 10 Big 10 mumcromama 2025 p.;
KapTtka-nonsika yuacHUKY JociipkeHHs Bix 27 nucronana 2025 p.

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 1012 Bix 24.05.2021

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannmomizoBane, momBiitHe ciine, OararoreHtpoBe (asu Il  mocimiKeHHS 3aCTOCYBAaHHS
ate3onizymMady (antu-PD-L1 antutino) nmporu mnanedo sk aa’lOBaHTHOI Teparlii y MaIi€eHTIB 3
M’SI30BO-IHBa3MBHUM PAaKOM CEYOBOTO MiXypa BUCOKOTO PHU3UKY 3 HasBHOIO IpKyoouor JTHK
MYXJIMHY michs muctekToMiiy, BO42843, Bepcis 9 Bin 12 moToro 2025 p.

3asBHUK, KpaiHa

ToBaprcTBO 3 0OMEKEHOI0 BiAMOBIaNIbHICTIO «Pom Ykpaina»

CnoHncop, kpaiHa

@.Xoppmann-JIs Pom JIta, HIseitmapis

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jlomatok 18

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

3aTBEPIKEHHS CYTTEBUX IOIPABOK»
03.04.2026 Ne 458

InenTudikaist CyTTEBOI MOMPABKU

Marepianu s nanientis: OnuTyBaigbHUK 1po ctad 310poB's (PHQ-9), Bepcis 1.0 Big 30 BepecHs
2008 poky, yKpaiHCBKOIO Ta POCIHCHKOO MOBaMH

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 397 Bin 07.03.2024

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«IHTepBeHIiiiHe po3lMpeHe NochikeHHs (a3u 3 A7 BUBUEHHsI JOBIOCTPOKOBOI Oe3leku Ta
MEPEHOCUMOCTI TOIEOPYTHHIOY B YYACHHUKIB 13 PEIMIUBYIOUUM PO3CISTHUM CKJIEPO30M, IEPBUHHUM
IIPOrPECYIOYMM PO3CISIHUM CKJIEpO30M a00 BTOPHMHHUM IPOrPECYIOYMM HEPELMIUBYIOUUM
po3scistHuM ckiepo3om», LTS17043, 3 inkopnopoBanoro monpaskoio 10, Bepcis 1 Bix 15 KoBTHS
2025 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Vkpaina»

CnoHncop, kpaiHa

Sanofi-Aventis Recherche & Developpement, France (Canodi-ABenric Pemepm e JleBenonman,
OpaHitis)

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jlomatok 19

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

3aTBEPIKEHHS CYTTEBUX IOIPABOK»
03.04.2026 Ne 458

Inentudikariist CyTTEBOI MOMPaBKU

OHOBIEHUH MPOTOKOJ KIiHIYHOTO BHUNpoOyBaHHsA, Bepcis 4.1 Bim 01 TpaBHs 2025 poky,
aHITIMCHKOI0 MOBOIO (TUmbkM Juis XopsaTii Ta Ilombmii); OHOBIEHHMI HPOTOKOJ KIIIHIYHOTO
BUNpoOyBaHHs, Bepcis 5.0 Bix 24 xoBTHs 2025 poKy, aHTIiHCEKOI0 MOBOIO; [10/10B)XKEHHS CTPOKIB
MPOBEACHHS KIIHIYHOTO BUNpoOyBaHHs B Ykpaini mo 30 uepsust 2030 poky; IHdopmariiinmii
JUCTOK marieHTa ta ¢popma iHpopmoBaHoi 3roau, Bepcis 9.0 mis Ykpainu Big 11 rpyans 2025 p. Ha
OCHOBI TI100aBHOT MalicTep-Bepcii Bix 14 muctonama 2025 p., aHTIIHCHKOI0 MOBOIO Ta MEpeKIIal
YKPaiHCHKOO Ta POCIHCHKOIO

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 893 Bin 15.04.2020

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJ, Bepcis Ta j1aTa

«Bigkpure MOOOBKEHE MOCHIPKEHHS YOMITYyKcHMMaly Y Mali€HTIB 13 PEHUAMBHUM DPO3CITHUM
ckaepozom», TG1101-RMS303, Bepcist 4.0 Big 31 ciuns 2024 poky

3asiBHUK, KpaiHa

TOB «KJIIHIYHI BUTTPOBYBAHH», Ykpaina

Cnoncop, kpaiHa

TiJ[>xu Tepanstotukc, [ak., CIIA (TG Therapeutics, Inc., USA)
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