Jonmarok 1

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

3aTBEPIKEHHS CYTTEBUX IONIPABOK»
03.11.2025 Ne 1659

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.; Homatok mo npoTokony KiaiHiuHOro BunipoOyBanus SPY 123-201, mo onucye KOHKpETHE
BTpY4YaHHs i3 3acTocyBanHsM npenapary SPY002, penakuis 1.0 Bix 24 uepsas 2025 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIIIOBIJTAJIBHICTIO «ITI EC AU-YKPATHA»

CnoHncop, kpaiHa

«Cnaep Tepan’rotike, [HK.» [Spyre Therapeutics, Inc.], CIIIA

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

SPY002-091 (WBP2763 DP A.1, WBP2763 DP, WBP2763, PAL010-1091.1La, SPY002);
po3umH s iH’exuiit; 200 mr/ma (400 mr/2 mom); WuXi Biologics (Suzhou) Co., Ltd., Kuraii;
Fisher Clinical Services GmbH, IlIBeiinapis; Fisher Clinical Services GmbH, Himeuuuna;
Fisher Clinical Services GmbH, Himeuunna;

[Tnane6o mo SPY002-091 (SPYPBO-101 Placebo, L-histidine, Dextran 40, Sucrose, EDTA,
Polomaxer 188, WFI), po3unn ans in’exuiii; WuXi Biologics (Suzhou) Co., Ltd., Kuraii;
Fisher Clinical Services GmbH, IlIseitmapis; Fisher Clinical Services GmbH, Himeuuunna;
Fisher Clinical Services GmbH, Himeuunna;

SPY002-091 (WBP2763 DP A.1, WBP2763 DP, WBP2763, PAL010-1091.1La, SPY002);
KOHLEHTPAT JJI IPUTrOTYBaHHS po3uuny s 1HPY31i; 200 mr/mu (400 mr/2 mim); WuXi Biologics
(Suzhou) Co., Ltd., Kuraii; Fisher Clinical Services GmbH, IIBeiiniapis; Fisher Clinical Services
GmbH, Himeuunna; Fisher Clinical Services GmbH, Himeuunna;

[Tnane6o 1o SPY002-091 (SPYPBO-102 Placebo, L-histidine, L-arginine, EDTA, Poloxamer 188,
WFI); koHueHTpaT A NpurotTyBaHHs po3unHy s 1Hpy31i; WuXi Biologics (Suzhou) Co., Ltd.,
Kuraii; Fisher Clinical Services GmbH, IlIseiinapis; Fisher Clinical Services GmbH, Himeuunna;
Fisher Clinical Services GmbH, Himeuunna
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BignoBinanpHuit (1) JOCITIIHUK (H)
Ta Micie (51) IpOBEICHHS
BUNIPOOYBaHHS B YKpaiHi

1) nikap Cxubano C.A.

ToBapHuCTBO 3 0OMEKEHOIO BIINMOBIIATBHICTIO « MI>KHAPOIHHMA IHCTUTYT KIHIYHUX JTOCTIKCHBY,
BITUT TaCTPOEHTEPOJIOTii Ta TEemaToJIoTii CTalioOHAPHOTO BiIIUIGHHS MEIUYHOTO LEHTPY
«Ok!Kninix+», M. Kui

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

ToBapuctBo 3 oOMexeHOw BiamoBinanpHicTIO «Meanunuii Llentp Xenc KoiHik», Bigmin
racTpPOEHTEPOJIOTIi, Termarosiorii Ta eHJAOKpUHOJOoTIT MeIUuYyHOTO KIIHIYHOTO JIOCIIIHHUIIBKOTO
LEHTPY, M. BiHHHIIA

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

KomyHanesHe HekomepiiiiHe mignpueMcTBO «O0OiiacHa KiiHIYHA JikapHs IBaHO-DpaHKIBCHKOI
00J1acHOT painy», racTPOCHTEPOJIOTIYHE BiUICHHS, M. [BaHO-DpaHKIBCHK

4) nikap Joneus [1.I.

ToBapuctBo 3  oOMexeHOI  BigmoBiganpHICTIO  «MenOyn-KmiHik»,  cremiangizoBaHe
racTPOSHTEPOJIOTIYHE BiIUICHHS JIIKYBaTbHO-TIPODITAKTHYHOTO MiIpo3/airy MeTu4HOro HeHTpY,
M. KuiB

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

Komynanene HekomepiliiiHe mignpueMcTBO «BiHHUMIIbKa oOlacHa KIIHIYHA  JIKapHS
iMm. M.I. TluporoBa Binaumpkoi obOmacuoi Pamm», OOmacHuil crerianizoBaHuid KITHIYHUI
racTpOCHTEPOJIOriyHUM  1eHTp, BiHHMIBKHMH  HalllOHAIBHUN  MEIWYHUH  YHIBEpCHTET
iM. MLL. TIuporoga, kapeapa BHyTpiIHb0i MeauHu Nel, M. BinHuns

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

KomynaneHe HekomepiiiiHe mnignpueMcTBO JIbBIBChbKOi oOsacHOl paau «JIbBiBcbka oOiacHa
KJIIHIYHA JIIKapHs», Xipypriune BiaainenHs Nel, 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) mikap binotkau O.V.

ToBapuctBO 3 o0OMexeHOI BimmoBimanpHICTIO «EnensBeiic  Memike», cremianizoBaHe
racTpOCHTEPOJIOTIYHE BiiIeHHsI MeaudHoro nenTpy, M. Kuis
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9) nikap Yymnpuna JI1.O.

ToBapucTBO 3 O0OMEXKEHOI BiAmoBimanbHICTIO «lleHTp ciMEliHOT MEIUIIMHU  IUTIOCY,
crieniaigizoBaHe TaCTPOCHTEPOJIOTIYHE BiAlICHHST Men4HOro neHTpy, M. Kuis

10) nmikap Mapuyk 1O.B.

Komynanbae nignpuemMctBo «BonnHcpka obnacHa KiliHIYHA JiKapHs» BomHcepkoi o0macHoT paau,
XipypriuHe BiJIiJICHHS €HJOKPUHHOI Ta a0IOMiIHAIBHOT MATOJNOT] 3 MPOKTOJOTIYHUMU JKKAMHU,
M. JIynpk

11) n.m.H., mpo¢. [eBuyk C.B.

«YHIBepCUTETChbKA  KIIHIKa» BIHHUIPKOrO  HallIOHAIBHOTO  MEIUYHOTO  YHIBEPCHUTETY
im. M.I. Tluporosa, (JiKyBaJbHO- HaBYAJIbHO- HAYKOBHH LIEHTP), TEPANEBTHUYHE BiIJIiIJICHHS,
Binaunpkuil HanioHansHuN MeauuHuil yHiBepcuteT iM. M.I. [luporosa, xadenpa BHYTPIIIHbOT
Mmegunuan Ne2, M. Binuuis

12) x.m.H. {anumiok C.B.

Komynanbne HekomepuiiiHe mianmpuemctBo KuiBcbkoi obOmacHoi paam «KwuiBchka oOiacHa
KJIIHIYHA JIIKapHs», By3bKOCIIEIiaTi30BaHe TepaneBTHUHE BiaiIeHHs, M. Kui

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

Komynanene nignpuemctBo «IlontaBceka obnacHa kininiyHa jgikapHs iM. M.B. CxiidocoBcskoro
[TontaBcbkoi oOnacHOi pagu», OONACHUN JIKYBaJbHO-IIarHOCTUYHUNA TacTPOEHTEPOJIOTTUHUN
ueHTp, M. [lonraBa

14) n.m.H., npo¢. Brosuuenko B.1.

KomynaneHe HekoMepiliiiHe mianmpueMcTBo «JIbBiBChKe TepuTOpiajdbHE MeAuYHEe 00'€THAHHS
«bararonpodinbHa KiIiHIYHA JIKapHS IHTEHCHUBHMX METOJIB JIIKYBaHHS Ta IIBUIKOT MEAMYHOL
nonomorn», Llentp Tepamii Bimokpemienoro minposainy «Jlikapus Cesaroro [lanTteneiimoHnay,
Jlep>xaBHE HEKOMEpIIiitHE MIANPUEMCTBO «JIbBIBCHKHI HAIIOHATLHUNA MEAUYHHUN YHIBEPCHUTET
imeni Jlanuna [amunekoro», kadenpa tepamii Nel, mMeauyHOi MIarHOCTUKK Ta TeMaToNorii i
TpaHcdy3ioorii pakynbTeTy MICISIUIIIOMHOI OCBITH, M. JIbBIB

[TpenapaTty MOpiBHAHHS, BUPOOHUK
Ta KpaiHa
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CymnyTHi MaTepianu/mpenaparu —
CyNyTHBOI Tepamnii/ropuandHa abo
¢iznuna oco0a, sKa i€ 3a
JIOBIPEHICTIO, SIKY HAJIaB CIIOHCOP Y
3assBHHUK HA BBE3CHHS
JOCITIJIKYBaHUX JIIKAPCHKUX 3ac001B
Ta CyMyTHIX MaTepiaiiB

B.o. HauanbHuka PapMaleBTUYHOTO YIIPABJIiHHSA Ouekcanap 'PIHEHKO

(migmuc) (Bnacue im’st ITIPI3BUIIIE)



Jlomatok 2

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
03.11.2025 Ne 1659

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«ITonBiitHe ciine, paHIOMi30BaHe, IJIANE00-KOHTPOJIbOBAHE JOCTIIKEHHS (da3u 2 sl OLIHKH
epexTuBHOCTI 1 Oe3neunocti npemnapary TX000045 micns 24 THXHIB JTIKyBaHHS y TAI€HTIB 3
JIETEHEBOIO TIMEPTEH31€10, BTOPUHHOIO JI0 CEPIIEBOI HEIOCTATHOCTI 31 30epekeHor0 (pakiiiero
Bukuay (JIT-CH3®B)», kox mocuimkenus TX000045-003, I'mobGanpHa IlompaBka 4.0, Bifg
02 kBiTHa 2025

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

CnoHcop, kpaiHa

Texronik TepansioTik, [Hk., CIIA [Tectonic Therapeutic, Inc.], USA

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

TX000045 (TX000045; TX000045, WBP2574A, SUB362556 (Fc-¢b’t0H 010K, KW yTBOPIOE
TOMOJMMED 13 [BOX 1IEHTUYHHX JaHItoriB Fe-penakcunoBoro nomeny; TX000045); Po3unn ans
in'exmiin (150 mr/ 1 M duakon); 150 mr/mu (mimirpam/miniitp); WuXi Biologics, China;
WuXi Biologics, China; MYONEX LIMITED, UNITED KINGDOM; Myonex GmbH, Germany;
Cilatus Manufacturing Services Limited, Ireland;

[Mnane6o nmo TX000045, Pozumn mana in'exuid (1 mn/dnaxon); WuXi Biologics, China;
WuXi Biologics, China; MYONEX LIMITED, UNITED KINGDOM; Myonex GmbH, Germany;
Cilatus Manufacturing Services Limited, Ireland

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

1) nixap Jlucax 3.B.
TOBAPUCTBO 3 OBMEXEHOIO BIAITOBIJAJIBHICTIO «APEHCIA EKCIIJIOPATOPI
MEICIH», Biiai1 KJIIHIYHUX JocipkeHb MeanuHoro neHtpy, M. Kuis

[TpenapaTy MOpiBHAHHS, BUPOOHUK
Ta KpaiHa

CymnyTHi MaTepianu/mpenaparu
CYNyTHBOI Tepamii/topuindHa abo
¢iznyHa oco0a, sKa Jie 3a
JIOBIPEHICTIO, SIKY HAJIaB CIIOHCOP Y1
3asBHUK Ha BBE3EHHS
JOCTIPKYBaHUX JIIKapChKUX 3ac001B
Ta CYMyTHIX MaTepiajiB

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA

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

(migmc)




Jomarox 3

110 HaKa3y MiHicTepcTBa OXOPOHH 3710pOB’ s
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta

3aTBEPIKEHHS CYTTEBUX IONIPABOK»
03.11.2025 Ne 1659

Ha3ga kiiHiuHOrO BUIPOOYBaHHS,
KOJI, Bepcis Ta aara

«KEYMAKER-UO1 mignocnimkenus 01J: PangomizoBane napacosibkose pociimxerss 11 ¢pazu 3
MMOYEProBUMH TPYyIaMH JOCTIHKYBAaHUX TpernapariB, AJIA MEPIIOi JiHIT JIKyBaHHS YYaCHHUKIB 13
PO3MOBCIOPKEHUM 200 METaCTATUYHUM HEIUIOCKOKIIITHHHUM HeJpiOHOKIIITHHHUM PaKoOM JIETeHIB
(HAKPJI) 3 mytamissmu KRAS G12Cx», kon nocnimxenus MK-3475-01J, sepcis 00 Bix 12 ceprius
2025 poky

3asBHUK, KpaiHa

ToBapucTBO 3 0OMe)eHo10 BianopiganbHicTIO «MCJl Ykpaina»

CnoHncop, kpaiHa

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

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

MK-1084 (C200428008-FP, OCT MK-20220820, OCT MK-1084) (MK-1084, PRD9352351,
MK-20220820, C200428008-FP, OCT MK-20220820, OCT MK-1084; MK-1084); TabneTku;
25 wr; Changzhou SynTheAll Pharmaceutical Product Co., Ltd., China; Shanghai STA
Pharmaceutical Product Co., Ltd., China; Shanghai STA Pharmaceutical Product, Co., Ltd., China;
Merck Sharp & Dohme LLC, USA; Almac Clinical Services, USA ; Almac Clinical Services
Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services,
USA; Fisher Clinical Services UK Limited, United Kingdom; Merck Sharp & Dohme LLC, USA;
Werthenstein BioPharma GmbH, Switzerland; Lonza Bend Inc., USA; Lonza Bend Inc., USA;
Almac Clinical Services (Ireland) Limited, Ireland;

MK-1084 (C200428008-FP, OCT MK-20220820, OCT MK-1084, FCT MK-1084) (MK-1084,
PRD9352352, (C200428008-FP, OCT MK-20220820, OCT MK-1084, FCT MK-1084,
MK-20220820); MK-1084); Tabnetku; 50 mr; Changzhou SynTheAll Pharmaceutical Product Co.,
Ltd., China; Shanghai STA Pharmaceutical Product Co., Ltd., China; Shanghai STA
Pharmaceutical Product, Co., Ltd., China; Merck Sharp & Dohme LLC, USA; Almac Clinical
Services, USA; Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services
GmbH, Switzerland; Fisher Clinical Services, USA; Fisher Clinical Services UK Limited, United
Kingdom; Merck Sharp & Dohme LLC, USA; Werthenstein BioPharma GmbH, Switzerland;
Lonza Bend Inc., USA; Lonza Bend Inc., USA; Almac Clinical Services (Ireland) Limited, Ireland;
MK-3475, ITem6pomnizymad, Pembrolizumab (MK-3475; SCH/900475; SCH/900475 (Anti-PD-1);
MK3; 02P106; ORG 307448-0; Anti-PD1; MK-3475 (Anti-PD1); MK-3475 (aPD-1;
MK-3475, nemOpoiizyma0, pembrolizumab); crepuiabHUNA pO34UMH AJIsi BHYTPIITHHOBEHHHUX
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iHpy3ii/paakon; 100 mr/4 mur; 25 mr/mn; Merck Sharp & Dohme LLC, USA; Almac Clinical
Services, USA; Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services
GmbH, Switzerland; Fisher Clinical Services, USA; Fisher Clinical Services UK Limited, United
Kingdom; Merck Sharp & Dohme LLC, USA; Werthenstein BioPharma GmbH, Switzerland;
MSD International GmbH, Ireland; Merck Sharp &Dohme (UK) Limited, United Kingdom;
Epbitykc, Erbitux, nerykcumad, cetuximab (cetuximab, 1eTykcumMa0); CTEPHIIBHUN PO3YMH IS
BHYTpIIIHROBeHHUX iH(Y3iH / dpaakon; 100 mr / 20 mi; 5 mr/mur; Merck Sharp & Dohme LLC,
USA; Almac Clinical Services, USA; Almac Clinical Services Limited, United Kingdom;
Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services, USA; Fisher Clinical
Services UK Limited, United Kingdom; Merck Sharp & Dohme LLC, USA; Werthenstein
BioPharma GmbH, Switzerland; MSD International GmbH, Ireland; Merck Sharp &Dohme (UK)
Limited, United Kingdom

Bianosinanbawmii (1) gocaiqHuK (1)
Ta Micue () MPOBEICHHS
BUIIPOOYBaHHs B YKpaiHi

1) nikap boiiko B.B.

KomynanbHe HexkomepiiiiHe mianpueMcTBo «lIpuKaprnaTChbKUil KITIHIYHHA OHKOJIOTIYHUN LIEHTP
IBano-®paHkiBChKOT 001aCHOT pagu», Xipypriune BiaaineHns Ne2, m. [Bano-dpaHKiBCbK

2) nikap Ilapamonos B.B.

KomyHnanbHe HekomepuiiiHe mianpueMctBo «KiIiHIUHMM IIEHTp OHKOJOrii, TremMaToJIorii,
TPAHCIJIAHTOJIOTIT Ta MaliaTUBHOI JomoMoru Yepkacbkoi 00jacHOi paiu», BIIUT KIIHIYHOT
OHKOJIOT1{ (OHKOXIMIOTepaneBTU4HUM), M. Uepkacu

3) nikap Kopous 1O.1.

KomyHnanbHe HekoMepuiliHe MiAnpueMcTBO «JIbBIBCbKE TEepUTOpiajbHE MEAMYHE 00 €IHAHHS
«bararonpodinbHa KiIiHIYHA JIIKApHS 1HTEHCHUBHMX METOJIB JIIKYBaHHs Ta IIBMJIKOT MEIUYHOI
nornomoru», LlenTp oHkosorii BigokpemieHoro miapo3auty «Jlikapus Cestoro [lanteneliMmonay,
M. JIbBiB

4) nikap KoBanenko [.A.

ToBapuctBo 3 oOMeExeHOIO BiAmoBianmbHICTIO «Menuunuit neHtp «JoopoOyt-IlomikiiHikay,
JlikyBanbHO-A1arHOCTUYHUI 1IEHTp «J{00poOyT», OHKONOT1UHE BIIUIEHHS CTalllOHapy 3 OJI0KOM
ximioTtepanii, M. Kuis

5) k.M.H. [Iputynax C.M.
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KomyHansne HekomepiiiiHe mignpueMcTBo «IloaiabChKuil perioHaabHUN LEHTP OHKOJIOTIi
Binnupkoi 061acHo1 paany», TopakaibHe BiAIUICHHS, M. BiHHUIA

6) nikap I'oteko LIO.

Bimokpemiienuii minposain «KiiHidHA JTiKapHS 3 HEBIAKIAJHUX CTaHIB Ta KCTPEHOI MEIUYHOT
nonomMorn»  KoMyHambHOTO — HEKOMEPIIMHOTO  MiANpPHEMCTBA  «Y)KTOpOJAChKAa  MiChKa
OararonpodinpHa KJIiHIYHA JIKApHI» YIKIOPOACHKOI MICBKOI pajy, OHKOJIOTIYHE BiJJIIJICHHS,
Jlep>kaBHUY BUIINK HABYATBHHUN 3aKJIaj « Y KTOPOACHKHH HAIllOHATBHUN yHIBEpCHTET», Kadeapa
OHKOJIOT1i Ta pajioiorii ¢pakyIbTeTy MiCASAUILIIOMHOI OCBITH Ta I0YHIBEPCUTETCHKOI MiATOTOBKH,
M. YKropon

[TpemapaTu MOpiBHSHHS, BHPOOHUK
Ta KpaiHa

Kap6omnatun, Carboplatin Kabi (Kap6oruatun, Carboplatin); KOHIEHTpaT Ui pO34MHY IS
iHGy3ii / pmakon; 600 mr / 60 mi; 10 mr/mi; Merck Sharp & Dohme LLC, USA; Almac Clinical
Services, USA; Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services
GmbH, Switzerland; Fisher Clinical Services, USA; Fisher Clinical Services UK Limited, United
Kingdom; Merck Sharp & Dohme LLC, USA; Werthenstein BioPharma GmbH, Switzerland;
MSD International GmbH, Ireland; Merck Sharp &Dohme (UK) Limited, United Kingdom;
Fresenius Kabi Deutschland GmbH, Germany;

Kapbonnatusn, Carboplatin Bendalis (Kap6omnatun, Carboplatin); koHLEHTpaT A pO3YHHY IS
1H(y31# / prmakon; 600 mr / 60 mi; 10 mr/mi; Merck Sharp & Dohme LLC, USA; Almac Clinical
Services, USA; Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services
GmbH, Switzerland; Fisher Clinical Services, USA; Fisher Clinical Services UK Limited, United
Kingdom; Merck Sharp & Dohme LLC, USA; Werthenstein BioPharma GmbH, Switzerland;
MSD International GmbH, Ireland; Merck Sharp &Dohme (UK) Limited, United Kingdom;
Bendalis GmbH, Germany;

Kap6omnatun, Carboplatin Teva ( Kap6ormarun, Carboplatin); KoHIEHTpaT JUIsl pO3YUHY AT
1H(y31# / prmakon; 600 mr / 60 mi; 10 mr/mi; Merck Sharp & Dohme LLC, USA; Almac Clinical
Services, USA; Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services
GmbH, Switzerland; Fisher Clinical Services, USA; Fisher Clinical Services UK Limited, United
Kingdom; Merck Sharp & Dohme LLC, USA; Werthenstein BioPharma GmbH, Switzerland;
MSD International GmbH, Ireland; Merck Sharp &Dohme (UK) Limited, United Kingdom,;
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Teva Biotech GmbH, Germany;

ALIMTA, AJIIMTA, pemetrexed disodium heptahydrate, memerpekcen auHaTpito renraruapar
(pemetrexed disodium heptahydrate, mnemerpekcen OWHATPIFO TeNTaruapar); MOPOIIOK
oG uTi30BaHUi 711 BHYTPINTHBOBEHHUX 1HGY31i / daakonH; S00 mr/daakon mi; Merck Sharp &
Dohme LLC, USA; Almac Clinical Services, USA; Almac Clinical Services Limited, United
Kingdom; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services, USA;
Fisher Clinical Services UK Limited, United Kingdom; Merck Sharp & Dohme LLC, USA;
Werthenstein BioPharma GmbH, Switzerland; MSD International GmbH, Ireland; Merck Sharp
&Dohme (UK) Limited, United Kingdom; Lilly France, France

CynyTHi MaTepianu/mpenapaTu
CYITyTHBOI Teparlii/fopuandna abo
¢i3udHa 0coba, sKa Ji€ 3a
JOBIPEHICTIO, SIKY Ha/IaB CIIOHCOP YU
3asBHUK Ha BBE3CHHS
JOCITIJIKYBaHUX JIIKAPCHKUX 3ac00iB
Ta CyNMyTHIX MarepiaiiB

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jonmarox 4

110 HaKa3y MiHicTepcTBa OXOPOHH 3710pOB’ s
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
03.11.2025 Ne 1659

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«bararouentpoBe BiakpuTe pochimkeHHs (asu Il ana omiHku  epekTUBHOCTI, Oe3MeKw,
(bapMakoKiHEeTHKH Ta (papMakOAMHAMIKK caTpanizymMady y HiTedl 3 M’S30BOI0 AUCTPOQiEr0
Jlromena (SHIELD DMD)», kon nocnimkenas BN45398, sepcis 3 Big 06 rpyanas 2024 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MEKEHOI0 BianoBigangpHicTIO «Pomr Ykpainay

CnoHcop, kpaiHa

®. Xodpdbmann-JIs Pom JItn, [1IBelimapis

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

Carpanmizymab (Satralizumab, SA237, RO5333787, ENSPRYNG®, Enspryng); RO5333787;
SA237, 1535963-91-7; po3uuH i MIAIIKIPHUX 1H €Ki (MOnepeaHb0 3alOBHEHUM IINPUL);
120 mr/ 1 mi; Chugai Pharma Manufacturing Co., Ltd., Japan;
Carpanizymab (Satralizumab, SA237, R0O5333787, ENSPRYNG®, Enspryng); RO5333787;
SA237, 1535963-91-7; po3unH Ui MIMIKIPHUX iH €Ki (TMOMEepeIHbO 3alOBHEHUH IIIPHUI);
60 mr/0,5 m; Chugai Pharma Manufacturing Co., Ltd., Japan

Biamosinaneawmii (1) 1ocmiqHuK (¥)
Ta Micie (51) IpoBeICHHS
BUNIPOOYBaHHS B YKpaiHi

1) nikap Camonenko H.B.

Hanionanena qutsua cnerianizoBana Jikapus «OXMATAUT» MO3 VYkpainu, Llentp opdanaux
3axBOPIOBaHb Ta TeHHOI Teparnii, M. Kuis

2) nikap Cemepsk O.M.

KomynaneHe HekomepiiiiHe mnignpueMcTBo JIbBIBChKOi oOsacHOl paau «JIbBiBcbka oOnacHa
KIIIHIYHA JIIKapHs», HEBPOJIOTIYHE BiIIiIIeHHS, M. JIbBIB

3) nikap Kpumragosuu 5.JI.

KomyHnanbHe HekomepuiiiHe mianpueMctBo «IBaHo-®dpaHkiBCchbka oOjacHa IUTSAYa KIIHIYHA
nikapHs [BaHo-DpaHKIBCHKOI 00J1aCHOT paan», BIIIUICHHS pealimiTaiii 3 OJOKOM MaliaTUBHOT
JI0NOMOTH, M. IBaHO-PpaHKIBChK

[TpenapaTtu mopiBHSAHHS, BUPOOHUK
Ta KpaiHa

CynyTHI MaTepianu/npenapaTu
CYITyTHBOI Teparlii/fopuandHa abo
¢bi3udHa 0coba, sKa i€ 3a
JIOBIPEHICTIO, SIKY HaJaB CIIOHCOP YU
3asBHUK Ha BBE3CHHS
JIOCIIJIKYBaHUX JIIKApPChKUX 3ac001B
Ta CYMyTHIX MaTepiajiB

- Cermometpu (Realmet Flexible Segmometer);

- Habopu ouiHtoBanHs GyHKIIOHATBHOCTI BepxHboi KiHniBkH 2.0 (PUL 2.0 kit);
- JJaboparopui Habopu Labcorp;

- CYyMKU-XOJIOIUIBHUKH;

- TopOuHKH AJ1 IEpeHOCKH (1IoTepu);

- KonTeiinepu a1 TocTpux NpeaMeTiB

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA

Oaexkcanap I'PIHEHKO

(Bnacue im’st [TIPI3BUILE)

(mignuc)



Jonatok 5

110 HaKa3zy MiHICTepCTBa OXOPOHU 37I0POB’ s
VYkpaiau «[Ipo mpoBeneHHs KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHUX 3ac00iB Ta

3aTBEPKEHHS CYTTEBUX IOMPABOK»
03.11.2025 Ne 1659

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«KniniuyHe AocipKeHHS 3 OIiHKKM Ol0eKBiBaIeHTHOCTI Jikapchkoro 3aco0y OJICAIIPEC TPIO,
TaOJIETKH BKPHTI IUTIBKOBOIO 000JIOHKO 1m0 20Mr/Smr/12,5mr, BupoOHuiiTBa AT «KUIBCHKUI
BITAMIHHMI 3ABO/I» Ta pedepentHoro nikapcekoro 3acody CEBIKAP HCT, TaGnerkw,
BKPUTI TUTIBKOBOIO 000510HKO10, 20Mr/5Mr/12,5mr, BupobuunTBa «aiui Cankio FOpoynm I'MOX»,
Himeduwnna 3a ydacTio 310poBUX T0OpOBOJIBIIIBY, Koa gochimkenHs KVZ-OLS-3, Bepcis 02 Bin
01.10.2025p.

3asBHUK, KpaiHa

AT «KMIBCBKUI BITAMIHHUM 3ABO/I», Ykpaina

CnoHcop, kpaiHa

AT «KMIBCBKUI BITAMIHHUM 3ABO/I», Ykpaina

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

OJICAIIPEC TPIO (Olmesartanum medoxomilum/Amlodipinum (Amlodipini
besilas)/Hydrochlorothiazidum); TabneTku BKpHUTI IUIIBKOBOIO OOOJOHKOI; OJIMECAPTAHY
Menokcominy 20,0 mr; amnoauminy Oecwiaty 6,944 mr, Mo €KBIBaJCHTHO amioguminy 5,0 mr;
rinpoxnopotiasuay 12,5 mr; AT «KUIBCHKHMI1 BITAMIHHUM 3ABO/I», Ykpaina

Biamosinaneawmii (1) 1ocmiqHuK (¥)
Ta Micie (1) IpoBeICHHS

1) ronoBHwmiA Jikap Aprum b.1.
TOBAPHCTBO 3 OBMEXXEHOIO BIAIIOBIAAJILHICTIO «KJIIHIKA IHHO®AP-YKPATHA

BUIIPOOYBaHHs B YKpaiHi IHHOBEMTIB O®APMA  PECEPY», Mennunuit LIEHTD, YepHiBenbka  0011.,
Hosocenunpkuii p-H, ¢. bosaun
2) k.6.1. Cabko B.€.
ToBapuctBo 3 06MexeHoo BianosiganbHicTiO «Kiinpapm» (TOB «Knindapmy»), M. IpniHb
[Ipenapatu nopiBHsAHHS, BUpoOHUK | CEBIKAP HCT (Olmesartanum medoxomilum/Amlodipinum (Amlodipini

Ta KpaiHa

besilas)/Hydrochlorothiazidum); TabneTku, BKpUTI IUIIBKOBOIO 000J0HKOI; OnMecapTaHy
Menokcominy 20,0 mr; Amnoaumniny Oecunaty 6,944 mr, 1m0 €KBIBAJICHTHO aMJIoaumiHy 5,0 Mr;
Iapoxaoporiazuay 12,5 mr; Jaiui Cankio FOpoyn I'M6X, Himeuunna

CynyTHI MaTepianu/npenapaTu
CYITyTHBOI Teparlii/fopuandHa abo
¢bi3udHa 0coba, sKa i€ 3a
JIOBIPEHICTIO, SIKY HaJaB CIIOHCOP YU
3asBHUK Ha BBE3CHHS
JIOCITIJIKYBaHUX JIIKAPChKUX 3ac001B
Ta CYMyTHIX MaTepiajiB

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA

Oaexkcanap I'PIHEHKO

(Bnacue im’st [TIPI3BUILLE)

(mignuc)



JlomaTok 6

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
03.11.2025 Ne 1659

Inentudikariist CyTTEBOI MOMPaBKU

OHOBJIEHUH TIPOTOKOJ KJIIHIYHOTO BHUNpoOyBaHHS, Bepcis 2.0 Bim 22 cepmas 2025 poky,
aHTIHChKOI0 MOBOIO; [HpOpMaris mpo mochimkeHHs Ta Gopma iHGOPMOBAHOI 3roaH, JIOKATbHA
Bepcis HoMep 2.0 s Ykpainu yKpaiHChbKOK MOBOIO, naTta Bepcii 10 BepecHs 2025 poky Ha OCHOBI
Mactep Bepcii Homep 2.0 Bix 22 cepras 2025 poky; OHoBIIeHa Opolrypa TOCHiTHUKA 110 Tperapary
AZDO0780, Bepcis 4.1 Big 13 cepmusa 2025 pokxy, aHrmicbkor MoBorw; KapTka ywacHuka
JOCHiKeHHs, JokaiabHa Bepcis 2.0 Bix 10 BepecHs 2025 poky st YKpaiHu yKpaiHCEKOIO MOBOIO
Ha ocHOBI Macrtep Bepcii Homep 3.0 Bim 22 cepmus 2025 poky; OnoBieHHs po3naitiB Jlocke
JOCTIPKYBAHOTO  JIiKapchkoro 3aco0y AZDO0780 amrmiiickkoro MoBow: Berym  Jlocke
JOCTiKyBaHOTO Jikapcbkoro 3aco0y AZDO0780, Bepcis 1.0 Bim 02 Bepecus 2025 poky;
P.3 BupoOHHUITBO AOCHiKyBaHOTO JiKapchkkoro 3acoOy: P.3.1 BupoOumk(u), Bepcis 2.0 Bix
28 cepmus 2025 poky; P.3.2 ®opmyna cepii JochipKyBaHOTO JiKapchbKoro 3aco0y, Bepcis 2.0 Bixg
02 BepecHs 2025 poky; P.5.4 Anani3u cepiit anst JOCHIKYBaHOTO JIiKapchKoro 3aco0y, Bepcis 2.0
Bix 02 BepecHs 2025 poky

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1019 Bix 26.06.2025

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«PannomizoBaHe, mojBiliHE ciine, niamnedo-koHTpoaboBaHe gociipkeHHs 111 ga3u B napanenbHUX
rpynax Ajis OLiHKH BIUIMBY npenapaty AZD0780 Ha piBeHb XOJE€CTEPHHY JIIMONPOTEIAIB HU3BKOT
LIJIBHOCT] Y YYaCHMKIB 3 MIIBULLIEHUM PiBHEM XOJIECTEPUHY JIMONPOTEINIB HU3bKOI MIIJIBHOCTI Ta
KIITHIYHUM aTePOCKIEPOTHYHUM CEpIIEBO-CYJMHHUM 3aXBOPIOBAHHSM a00 3 PU3MKOM BHHUKHEHHS
nmepmoi  mojii  aTepoCKIEPOTUYHOTO  CEPIEBO-CYJAMHHOTO 3axBoproBaHHsS», D7960C00012,
Bepcis 1.0 Big 11 kBitHS 2025 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, kpaiHa

AstraZeneca AB, Sweden

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Oaexkcanap I'PIHEHKO

(migmc) (Bnacue im’st [TIPI3BUILE)



Jlonatok 7

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
03.11.2025 Ne 1659

InenTudikamist CyTTe€BOI MOMPABKU

OHOBIIEHI PO3LUIN JOChE AOCTIKYBAHOTO JIiKapchKoro 3acody ®enebpytuni6d (S.2.1, S.2.2, S.2.3,
S.2.4,S.2.6,S.3.2,S.4.1,5S.4.2,S.4.3,5.44,S.4.5,S.7.1,5.7.3,P.2,P.3.1,P.8.1, P.8.3) Ta renepuune
[Tnane6o no Penedbpyrunioy (P.3.1, P.7, P.8.1, P.8.3) Bepcis Bim uepBHs 2025 p.; 3pa3ok
MapKyBaHHS JIOCHIPKYBAHOTO JIiKapchkoro 3aco0y ®eneOpytunid mo 100 mr, TaGieTku, BKPHUTI
TUTIBKOBOIO 000JI0HKOIO Ne64 ykpaiHChKOIO MOBOIO, Bim 15 mmcromana 2023 poky; 3miHa Ha3Bu
MICIIsl TPOBECHHS KIIHIYHOTO BUIPOOYBaHHS:

BYJIO CTAJIO
K.M.H. Uepke3 A.M. K.M.H. Uepke3 A.M.
KomyHnaneHe HekomepiiiiHe mignpuemMcTtBo | KomyHanmpHe HEKOMEpIiiHE —IMiJIPUEMCTBO
«3amnopi3pbka obOnacHa KJIiHIYHA JiKapHA» | «3amopizbka oOjacHa KJIIHIYHA — JIIKApHS»
3amopi3pkoi  00JIacHOT pajau, HEBPOJIOTiUHE | 3amopi3bkoi  00JacHOI  pamu,  BUIIITICHHS
BIJUIUICHHS, M. 3aIOPIAOKS IHTEpBEHIIMHOT HEBPOJIOTii, M. 3aMOpiKKS

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 2554 Bix 09.11.2020

Hasga kiiHiYHOTO BUMPOOYBaHHH,
KOJ, BepcCis Ta faTa

«BATATOLIEHTPOBE PAHJIOMI3OBAHE ITOABIMHE CJIIIE JIOCIIJKEHHS ®A3U 1 Y
ITAPAJIEJIBHUX TPYIIAX 3 IIOJBIMHUM KOHTPOJIEM IUIALIEBO JJISI OLIHKHU
EOEKTHUBHOCTI TA BE3ITEYHOCTI ®EHEBPYTUHIBY I[TOPIBHAHO 3
OKPEJII3YMABOM VYV JIOPOCJIMX ITAHIEHTIB 3 TIEPBUHHUM IIPOI'PECYIOUUM
PO3CIAHUM CKJIEPO30M», GN41791, Bepcis 8 Bia 13 arotoro 2025 p.

3asiBHUK, KpaiHa

ToBapucTBo 3 00MekeHO010 BiANOBIAANBHICTIO «Pom Ykpaina»

CnoHcop, KpaiHa

®.Xodbdpmann-JIs Pour Jita, [seiuapis

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHSA Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BULLLE)



Jomatox 8

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
03.11.2025 Ne 1659

Inentudikariist CyTTEBOI MOMPaBKU

[TonoBxeHHs TpuBaIOCTI AocipkeHHs B YkpaiHi 3 01 ciuns 2026 poxy g0 31 rpyaas 2026 poky;
Omnosiiena Opornrypa gociigHuka rmo npenapary AZD6094 (HMPL-504, savolitinib), Bepcis 11.0 Big
14 tpaBusa 2024 poky, aHriiiickkor0 MOBOI; OHOBIEHA Opollypa JOCHIJHHUKA IO Mpernapary
AZD6094 (HMPL-504, savolitinib), Bepcist 12.0 Bixg 30 mumas 2025 poKy, aHTITIHCHEKOI0 MOBOIO;
Omnosnenuit po3ain Kiiniyne BuUnpoOyBaHHS Ta MOMEpEAHIN JOCBIJ 3aCTOCYBaHHS Ha JIOJSIX
(xmiHIYHA (hapMaKoJIOTis, KITiHIYHA (JapMaKOKIHETHKA, 3aCTOCYBaHHS Ha JIFOJSX Ta CITiBBITHOIICHHS
pusuk/kopucts) Jlocke Ha mocmiKyBaHMi Jikapcbkuil 3aci6 CaBoniTiHiO — Tabmuusg 1 Po3ainu
Jlocke 3 mepexpecHUM nocuitanHsaM Ha bpourypy nociingnuka mo npenapary CaBodiTiHiO, Bepcis Bifg
30 qumnHs 2025 poky, aHTIIiHCEKOI0 MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 897 Bin 04.08.2017

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, BepcCis Ta faTa

«Binkpute, paHnomizoBaHe, MOPIBHIOBAJIbHE, 0araToOILlEHTPOBE KIIHIYHE MOCHIKeHHA ¢a3u 3
oliHku edekTuBHOCTI Ta Oe3neku CaBouniTiHIOy B mopiBHSAHHI 3 CyHITIHIOOM y NAaIl€HTIB 3
MET-no3utuBHO0, HEonepadenbHOIO Ta JIOKAJIbHO-MOINPEHO0, 800 METACTaTUYHOIO AN PHOIO
HUPKOBO-KJIITUHHOIO KapuuHoMotro (MHKP)y», D5082C00003, Bepcis 6.0 Bix 19 rpyans 2018 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, kpaiHa

AstraZeneca AB, Sweden

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap 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
03.11.2025 Ne 1659

Inentudikariist CyTTEBOI MOMPaBKU

Onosnena bpomypa nocmigauka Tirzepatide [LY3298176], Buganus Big 12 yepHs 2025 poky,
aHTITICHKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 700 Bix 24.03.2020

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«JocnikenHs BIUMBY mpemapary Tip3emariq B TMOpiBHSAHHI 3 mpemaparoMm [lynarmyTun Ha
PO3BUTOK 3HAYHUX HECHPUATIMBUX CEPLIEBO-CYAMHHUX IMOJIN y MAaI€EHTIB 3 LIyKPOBUM JAiabeToM
2 tumry (SURPASS-CVOT)», I8F-MC-GPGN, 3 inkopniopoBanoro mnomnpaBkoio (f) Bix 16 kBiTHS
2024 poky

3asBHUK, KpaiHa

«Emi Jlinm Bocrok CAy, llIBelinapis

CnoHncop, kpaiHa

Emi Jlinmi enn Kommnani, CIIA / Eli Lilly and Company, USA

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jonatok 10

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’ s
VYkpaiau «IIpo mpoBeneHHs KITIHIYHAX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00IB Ta
3aTBEPKEHHS CYTTEBHX ITOTPABOK)
03.11.2025 Ne 1659

InenTudikariist CyTTEBOI MOMPaBKU

OHOBJIEH] PO3ALTH TOCHE JOCIIKYBAHOTO JTiKapchkoro 3aco0y denedpytunio (S.2.1, S.2.2, S.2.3,
S.2.4,5.2.6,S.3.2,5.4.1,5.42,S.4.3,5.4.4,S.4.5,5.7.1,S5.7.3,P.2,P.3.1,P.8.1, P.8.3) Ta renepuune
[Tnane6o no ®enedpytunioy (P.3.1, P.7, P.8.1, P.8.3) Bepcis Big uepBHs 2025 p.; 3MiHa Ha3BU MICIS
MIPOBEACHHS KIIHIYHOTO BUIPOOYBAHHS:
BYJIO CTAJIO

K.M.H. Uepke3 A.M. K.M.H. Uepke3 A.M.

KomyHnaneHe HekomepiiiiHe mignpuemcTtBo | KomyHanmpHe HEKOMEpIiiiHE —MiJIPUEMCTBO
«3amnopi3bka obOnacHa KIIiHIYHA JiKapHA» | «3amopizbka oOJacHa KJIIHIYHA  JIIKapHS»
3amopi3pkoi  00JIacHOT paau, HEBPOJIOTIUHE | 3amopi3bkoi  00JMacHOI  pamu,  BUIIIJICHHS

BIJUIUICHHSA, M. 3aIOPIAOKS IHTEPBEHLIMHOT HEBPOJIOTii, M. 3aMOPiKKs
3MiHa BiIMTOBIJAIBHOTO JIOCIITHAKA Ta 3MiHA Ha3BU MICIIS POBEACHHS KJIIHIYHOTO BUIIPOOYBaHHS:
bYJIO CTAJIO

nikap 3axaposa JI.A. K.M.H. Mopo3 O.M.
JlepxaBHa yCTaHOBa «Ykpaincekuii | /lep:xaBHa yCTaHOBa «YKpaiHCbKUH

JepKaBHUH  HAyKOBO-IOCTIMHUN  IHCTUTYT | ACp)KaBHUH  HAYKOBO-AOCHITHUA  1HCTUTYT
MEAMKO-COITIAIbHUX ~TpoOJeM 1HBaJIAHOCTI | MEAUKO-COLIANbHUX MPOoOJIeM  1HBANIIHOCTI
MinicTepcTBa OXOpPOHU 3JI0pOB’sl YKpaiHw», | MiHICTepCcTBa OXOPOHH 310pOB’sl YKpaiHW»,
BIJUIIJICHHS HeBpoJiorii Ta peaOumitanii 3 | BigaieHHs HeBpodorii 3 LlenTpom po3cisHoro
[lenTpom Teparmii 6ouro, M. [IHimpo CKJIepo3y, M. JIHimpo

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 762 Bin 20.04.2021

Hasga kiiHiYHOTO BUMPOOYBaHHH,
KOJ, Bepcis Ta faTa

«BATATOIIEHTPOBE PAHJIOMI3OBAHE ITOABIMHE CJIIIE JJOCJIKEHHS ®A3U 11T V
APAJIEJIbBHUX TPYIAX 3 IIOABIMHUM KOHTPOJIEM IUIALIEBO JJIS OLIHKH
E®EKTUBHOCTI TA BE3ITEYHOCTI OEHEBPYTUHIBY [TOPIBHSHO 3
TEPUDJIYHOMIJIOM V NOPOCJIMX TIALIEHTIB 3 PEHUAVMBYIOUMM PO3CISIHUM
CKJIEPO30M»y, GN41851, Bepcis 8 Bix 13 moToro 2025 p.

3asiBHUK, KpaiHa

ToBapucTtBo 3 0OMexkeH010 BianoBiAanpHICTIO «Pom Ykpaina»

CnoHcop, kpaiHa

@.Xoppmann-JIs Pour JIta, HIBeituapis

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(mignuc) (Bnacue im’st [TIPI3BUILE)



Jomatok 11

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
03.11.2025 Ne 1659

InenTudikamist CyTTe€BOI MOMPABKU

3any4yeHHs JOAATKOBOTO MICIISl MPOBEACHHS KJITHIYHOTO BUITPOOYBaHHS:

n/o

No I1.1.B. BiAIIOBiJaJILHOTO OCITHUKA
HasBa micus npoBeieHHs KIIiHIYHOTO BUIPOOYBaHHs

1. | x.Mm.u. Baiina M.®.

KomyHnanbHe HekoMepuiliHe MiImpUeMCTBO «3aKapnaTChbKUi 0OJacHUN KITIHIYHUHA LEHTP
KapzioJorii Ta kapaioxipyprii» 3akaprnaTchbkoi 00acHOl paau, Creliani3oBaHe BiIIiIICHHS
JUISL XBOPHX 3 iH(apKTOM MioKapay, M. YKropon

2. 3MiHa Ha3BU Miclis IPOBE/IEHHS! KJIIHIYHOTO BUNIPOOYBaHHSI:

«KuiBcpkuii Michkuii 1eHTp Hedposorii Ta
nianmizy» BHKOHaBUOoro oprany KwuiBcbkoi
Mmicbkoi pamu (KuiBchkoi Micbkoi aep:kKaBHOT
anaMiHicTpanii),  BIAAUIGHHS  TOCHITAIbHOI
Hedpodorii Ta xianizy Ne2, m. Kuis

BVYJIO CTAJIO
nikap Komomiituyk H.O. nikap Konowmiituyk H.O.
KomyHnanene HekomepiiiiHe mignpuemMcTtBo | KomyHanmpHe HEKOMEpIiiHE —IMiJIPHEMCTBO

«Menanunmuii ientp micta Kuesa» BUKOHaBYOro
oprany KwuiBchkoi wmichkoi pamgu (KuiBchkoi
MICBKOT JEpKaBHOI aJMiHicTparii),
JTiKyBaIbHUM — migpo3aut  No2,  BiTijIeHHS
rocoiTaabHOi Hedpororii Ta miamizy Ne2 3
najaToro IHTeHCUBHOI Tepamnii, M. KuiB

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1904 Bix 13.11.2024 y penakuii Hakazy MO3 Vkpaiau Ne 1941 Big 19.11.2024

HasBa kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta faTa

«PannomizoBaHe, mo/IBiliHe ciine, Tanedo KOHTPOIbOBaHEe, KEPOBaHE MOAISIMH, TOCHTIKEHHS (azu
3 nana ouiHku eQdeKTUBHOCTI, Oe3neku Ta nepeHocuMmocTi bakcapoctary B KoMOiHaIii 3
Jamnarmi¢ao3uHOM NOPiBHAHO Juie 3 Jlanariih1o3uHOM 110,10 HUPKOBUX HACTIJIKIB Ta CMEPTHOCTI
BIJl CEpIEBO-CY/IMHHUX 3aXBOPIOBaHb B YYACHMKIB 13 XPOHIYHOIO XBOPOOOIO HUPOK 1 BUCOKUM
KpOB’sIHUM THCKOM», D6972C00002, Bepcis 2.0 Bix 12 nuctonana 2024 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, kpaiHa

AstraZeneca AB, Sweden

B.o. HayaibHUKa PapMaleBTHYHOIO YIIPABJIIHHSA

Oaexcanap 'PINEHKO

(migmc)

(Bnacue im’st [TIPI3BUILE)




JlomaTok 12

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
03.11.2025 Ne 1659

InenTudikamist CyTTe€BOI MOMPABKU

@®opma iHpoOpMOBaHOI 3roau JUIA TMPOJOBXKEHHS JIIKYBaHHS YYaCHHUKIB BHUIPOOYBaHHS
[@I3 (mpoaoBkeHHS PO3IIMPEHOT YaCTHHU JIIKYBaHHS ) /ISl yYaCHUKIB BUITPOOYBaHHs |, 1U1sl Y KpaiHu
Bepcii 1.0 Bix 26 cepmus 2025 p. (aHTTIIHCHKOI0 1 YKPaTHCHKOI MOBaMH)

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 1465 Bix 08.08.2018

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«bararoneHTpoBe, paHIOMI30BaHE, MOJBIMHE CIine, IUTae00-KOHTPOIhOBAHE JIOBTOCTPOKOBE
MIPOJIOBXKEHE JOCITIIKEHHS MIATPUMYIOUOi Tepamii Al BUBYCHHS €(EKTUBHOCTI Ta OE3MEeUHOCTI
VYnanamutunioy (ABT-494) y mnamientiB 3 xBopoOoto Kpona, siki 3aBepHIdiid JOCIHIIKEHHS
M14-431 un M14-433», M14-430, 3 iHKOpIOpOBaHUMHU AMiHICTpaTUBHUMH 3MiHaMu 5,6 1 7 i
ITonpaBkamu 1, 2, 3,4, 5,6,7,7.01,7.02,7.04, 8, 8.01, 9 Ta 10 Bix 11 6epe3ns 2024 poky

3asiBHUK, KpaiHa

«E060Bi biodapmackrorikams3 'm6X», LlIBelinapis

Cnoncop, kpaiHa

AbbVie Inc., USA

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jomatox 13

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
03.11.2025 Ne 1659

Inentudikariist CyTTEBOI MOMPaBKU

MK-7240-013, 3pa3ok mMapKyBaHHS JOCIIHKYBaHOTO JiiKapchkoro 3acody MK-7240 200 mr/m,
1,2 ma CtepuiibHUIl po3unH AJ MiTMIKIpHUX 1H ekuid, Big 02 BepecHs 2025 p., aHTTIICHKOIO Ta
yKkpaincbkoro MoBamu;,; MK-7240-013, 3pa3ok MapkyBaHHS AOCIIHKYBAaHOTO JIIKAPCHKOTO 3aco0y
MK-7240 200 mr/mn, 1,2 mn CrepwipHHA PO3YMH U HiAIIKIPHUX 1H €KIIH/aBTOIH €KTOP,
1 aBtoin’ekTOp, Bim 02 BepecHs 2025 p., aHIIINCHKOIO Ta YKpaiHCHKOI MOBamu; BiiroueHHS
JOJATKOBOTO MICIISl IIPOBECHHS KJIHIYHOTO BUITPOOYBaHHSI:

No [1.1.B. BiAmIOBIAAJILHOTO JOCHITHUAKA

/0 HasBa micus npoBeieHHs KITIHIYHOTO BUIPOOYBaHHS

1. | a.m.H., npod. CranicnaBuyk M.A.

KomyHnanbHe HekoMepuiliHe minnmpueMcTBo «BiHHMIbKa oOJacHa KIIiHIYHA JIIKApHS
iMm. M.I. TluporoBa Binnunpekoi obnacHoi Pamm», BucokocnerianizoBaHuii KIIiHIYHUAN
LlenTp peBMaToorii, ocreonopo3y Ta OioJoriyHOi Teparii, BiHHUIbKHI HAIllOHATEHUT
mennyHuid yHiBepcuteT iM. M.I. TluporoBa, kadenpa BHyTpimHboi MeauuuHu Nel,
M. Bigauns

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1271 Bix 11.08.2025

Ha3sBa kiiHiuHOrO BUNpOOYBaHHS,
KOJI, Bepcis Ta jara

«PanniomizoBaHe, MOABIMHE clline, IU1ale00-KOHTPOIbOBaHE AociimkeHHs (a3u 1Ib mis ouiHku
epeKTUBHOCTI Ta O€3MeKH TyJICOKIOapTy B YYaCHHUKIB 13 PEHTreHOrpadiuHUM aKciaJlbHUM
CHOHJIWJIOAPTPUTOM  (QHKUIO3yHOUMM  crnoHAwIITOM)», MK-7240-013, 3 1HKOpPIOPOBaHOIO
nonpaBkoro 02 Bix 17 nunas 2025 poky

3asBHHUK, KpaiHa

ToBapuctso 3 o6mexkeHoo BianosiganpHicTIO «MCJ Ykpainay

CnoHcop, KpaiHa

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

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(mignuc) (Bnacue im’st [TIPI3BUILE)




Jomatok 14

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
03.11.2025 Ne 1659

InenTudikariist CyTTeBOI MOMPaBKU

[TonoBxeHHS TPUBAIOCTI KJIIHIYHOTO BUMPOOYBaHHS B YKpaiHi Ta cBiTi 10 23 rpyans 2026 poky

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 516 Bin 22.03.2021

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PannomizoBane, Binkpute nociimkenns Il ¢da3zu mig owiHKM mepionepariiHOro 3acTOCyBaHHS
eHpoprymaly BemotuHy Yy KomOiHamii 3 mnemOpomizymabom (MK-3475) mnopiBHsSHO 3
HEO0Aa/'FOBAaHTHOIO Tepami€r reMIuTabiHOM Ta IHUCIIATHHOM Y YYacHHKIB 3 M'SI30BO-1HBa3MBHUM
paKkoM ce4oBOro Mixypa, npuaatHux juist JikyBanHs 1uctuiatiHoM (KEYNOTE-B15 / EV-304)»,
MK-3475-B15, 3 inkopnopoaHoro nonpaskoro 05 Bix 11 rpynus 2024 poky

3asBHUK, KpaiHa

ToBapucTBO 3 0OMe)eHo10 BianoBiganbHicTIO «MCJl Ykpaina»

CnoHncop, kpaiHa

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

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jomatoxk 15

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
03.11.2025 Ne 1659

Inentudikariist CyTTEBOI MOMPaBKU

BxiroueHHs J0JaTKOBOTO MicClis TPOBEICHHS KJITHIYHOTO BUTPOOYBAHHS:

/o

No [1.LB. BiIMOBIJAILHOTO JOCITITHAKA
Haspa micIisg npoBeieHHs KJIIHIYHOTO BUIPOOYBaHHS

1. | a.m.H., pod. CranicmaBuyk M.A.

KomyHnansHe HekomepiiliHe MignpueMcTBO «BiHHUIIbKAa oOnacHa KiIIHIYHA JIKapHS
iMm. MLI. [Tuporosa Binaunpekoi obmacHoi Pagm», ObmacHu crniemiaiizoBaHui KITIHIYHUI
racTPOCHTEPOJIOTIYHUI 1EHTp, BIHHHUIbKUN HAlIOHAJBPHUA MEIUYHUNA YHIBEPCHUTET
iMm. MLI. Iuporosa, kadeapa BHyTpintHb01 Meaumau Nel, M. Binaus

2. 3MiHa Ha3BU MicLis IPOBEJICHHsI KJIIHIYHOTO BUIIPOOYBaHHS:

yuiBepcuter iM. M.I. Iluporoma, xkadenpa
BHYTPIlIHBO1 MeauHu No2, M. BinHuUIs

BYJIO CTAJIO
I.M.H., ipo¢. [HleBuyk C.B. I.M.H., ipod. [leBuyk C.B.
VYHiBepcUTeTChbKa  JTKapHS  BIHHUIBKOTO | « YHIBEPCUTETChKA  KIIIHIKa»  BIHHUIBKOTO
HAI[IOHATLHOTO ~ MEIWYHOTO  YHIBEPCHUTETYy | HAI[IOHAJBbHOTO  MEIUYHOTO  YHIBEPCHUTETY
iM. MLL. [Tuporosa, TepaneBTuuHe BigauieHHs, | iM. M.I. IluporoBa (J1iKyBaJbHO-HaBUaIbHO-
Binuuskuit HallOHAJIbHUI MEAWYHUHN | HAYKOBUI IEHTP), TEParneBTUYHE BiJUIIICHHS,

Binaumexuit HaIlOHAJBbHUH MeIUYHUN
yHiBepcurer iM. M.I. Iluporoma, kadenpa
BHYTPIITHBOT MeauIiHu No2, M. BinHuiist

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1433 Bix 16.09.2025




2 MPOAOBKEHHS 1ojaTka 15

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«bararouentpoBe miaathopmue gociaimkeHHs Il ¢a3su 3 omiHkM Oe3medHOCTi, €(hEeKTUBHOCTI,
(apMakoKiHETHYHHX 1 (hapMaKoIMHAMIYHUX MapaMeTpiB IPU 3aCTOCYBAaHHI PI3HUX BUAIB Teparlii B
YYacHHKIB 13 XxBOpoOoro KpoHa B akTuBHINA (hopMi 4M BHPa3KOBUM KOJITOM B aKTHUBHIN (dopmi
(xomoBe mo3HadeHHs: ASCEND-IBD)», MT-100-201, OcHOBHUII TPOTOKOJ KIIHIYHOTO
BunpodyBanas MT-100-201, ocratouna pemakuis 2.0 Bixm 12 uepBusa 2025 p.; Homarok mono
neBHoro BuAy nociimkyBanoi teparii MT-100-201-ISA-MT-501-PROBECD, octaTouna pemakitis
2.0 Bix 12 wepBHs 2025 p.; JlogaTok mom0 meBHOro BUAY 10ciKyBaHoi teparmii MT-100-201-ISA-
MT-501-PROBEUC, ocratouna pegaxiist 2.0 Big 12 yepBas 2025 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIIIOBITAJIBHICTIO «ITI EC AU-YKPATHA»

CnoHncop, kpaiHa

«Mipanop Tepar’totike, [nk.» [Mirador Therapeutics, Inc.], CHIA

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHSA Ouekcanap 'PIHEHKO

(migmuc) (Bnacue im’st ITIPI3BUIIIE)



Jlomatok 16

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
03.11.2025 Ne 1659

InenTudikamist CyTTe€BOI MOMPABKU

Bpomypa nocninnnka SAR439774 — fitusiran, Buganns 17 Bix 30 smunnus 2025 poky, aHTTIHCHKOO
MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1545 Bix 03.07.2019

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«ATLAS-OLE: Biakpurte A0oCHiIKEeHHS JOBIOCTPOKOBOI Oe3neku Ta edekTuBHOCTI DiTycipaHy y
narieHTiB 3 remodiniero A a6o B, 3 a6o 6e3 iHTiOiTOpHUX aHTUTLI 10 ¢akTopy 3cimanus VIII abo
IX», LTE15174, Bepcis 06 Big 02 TpaBHs 2024 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOO BIJIIIOBIIAJIBHICTIO «Tilli/li FOKPEWHy, Ykpaina

CnoHncop, kpaiHa

Genzyme Corporation, USA/ Jlxxen3zaitm Kopnopeiimn, CIIA

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIIHHSA Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jomatok 17

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
03.11.2025 Ne 1659

Inentudikariist CyTTEBOI MOMPaBKU

Onosnena bpomypa gocnigauka (RM-1929 / ASP-1929 Photoimmunotherapy), Bepcist 18.0 Bix
14 ceprias 2025 p., aHrmiiicbkoro MoBoIO; [Hpopmamiiinuii TucToK 1 popma iHPOpMOBaHOI 3roau Ha
y4acTh y KIHIYHOMY AOCTiHKeHH], Bepcis 2.1 Bix 22 BepecHs 2025 p. aHTTIHCHKOO Ta YKPaiHCHKOIO
MoBamu; [Hopmaniiinuii Oykier mpo mociimkenns ASP-1929-381 Big 16 Bepecus 2025 p.,
aHIITIMCHKOI0 Ta YKpaiHChKO MoBamu;, Dopma J103BOJTy Ha 3apaxyBaHHs KOIITIB Ha PaxyHOK Ta
3rona Ha 00pOOKY NMEpCOHANBHUX MaHMX, Bepcist 5.0 Bix 22 ceprust 2025 p., yKpaiHCBKOIO MOBOIO

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 1596 Bix 20.10.2025

Ha3ga xiiHiuHOTO BUIIPOOYBaHHS,
KOJI, Bepcis Ta aara

«bararoneHTpoBe, paHIOMI30BaHe, BiIKpUTE HociimkeHHs 3 $ha3u ¢poroimynorepamii ASP-1929 y
KoMOiHaIii 3 memOponizymaboM y TOpPIBHSAHHI 31 CTaHIAPTHOIO Tepamielo A mHepuioi JiHil
JIIKYBaHHS Mal1€HTIB 3 TVIOCKOKIITHHHUM JIOKOPETiOHATbHUM PELUINBYIOUUM PAKOM I'OJIOBU Ta U1
(ITKPI'TII) Ge3 Bimmanenux meractasiBy, ASP-1929-381, nompaska 2 Big 28 Gepesns 2025 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 06MekeHOI0 BifnosigambHicTio «BIOPACI YKPATHA»

CnoHcop, KpaiHa

Pakyten Meniken, [nk., CIIIA (Rakuten Medical, Inc., USA)

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jlomatok 18

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
03.11.2025 Ne 1659

InenTudikamist CyTTe€BOI MOMPABKU

[TooBsxeHHs TPUBAJIOCTI KITIHIYHOTO BUIPOOyBaHHA B YKpaiHi 10 24 nrotoro 2027 poky

Howmep Ta nata nakazy MO3 npo
MIPOBEJICHHS KIIHIYHOTO
BHUIPOOYBaHHS

Ne 1904 Bix 13.11.2024 y penakmii Hakazy MO3 Ykpaiau Ne 1941 Big 19.11.2024

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PangomizoBaHe, MiATBEpKYyIOUe, MOABIHHE ciime, IIaned0-KOHTPOIbOBaHE, OaraTOLEHTPOBE
JOCIIDKEHHST MI00py ONTHUMAalbHOI JO3M B MapajelbHUX TpyHax i3 2-eTalmHUM aJalTUBHUM
JM3AIHOM 1 PaHOMi30BaHOIO BiAMIHOIO JUTSI OIIIHKH €()EeKTUBHOCTI, OE3MEYHOCT] Ta IEPEHOCHMOCTI
OpiBapalieTamy B SKOCTI MOHOTeparnii B MAIi€HTIB Yy Billi BiJ 2 10 25 pOKiB 13 JUTSIY0I0 a0CaHCHOIO
emisienciero abo IOBEHUIHLHOI abcaHCHOMO erinernciero», N01269, 3 iHKOPIIOpOBaHOIO MOMPABKOO
3 Big 14 mucronana 2024 poky

3asBHUK, KpaiHa

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

CnoHncop, kpaiHa

UCB Biopharma SRL, Belgium

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jlomatok 19

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
03.11.2025 Ne 1659

Inentudikariist CyTTEBOI MOMPaBKU

OnoBneHuit mporokon kmiHiyHOro BunpoOyBaHHs ACE-LY-308, Bepcis 5.0 Bim 31 jumns
2025 poky, aHrmicbKOI0 MOBOIO; bporrypa nocnigauka Acalabrutinib, ACP-196, CALQUENCE®
(D8220000000), Bumanns 14.1 Bixg 28 kBitHs 2025 poKy, aHTIIHCBEKOK MOBOIO; [HpoOpMamiitHMi
aucT Ans mamieHTa 1 Gopma iHGopmoBaHOi 3romu, Bepcis mist Ykpainm 12.1.1 Bim 04 BepecHs
2025 poky, YKpaiHChbKOIO MOBOIO; 3MiHA Ha3BU MICLS IPOBEIEHHS KJIIHIYHOTO BUIIPOOYBAHHS:

bYJIO

CTAJIO

nikap Horaesa JI.I.

KomyHanbHe HeEkoMepIliiiHe MiIIpUeEMCTBO
«KiHIYHUH TEHTP OHKOJIOTii, TIeMaToJIOTii,
TPAHCIUIAHTOJIOTIT Ta TalIaTUBHOI JOMIOMOTH
YepkacbKoi o0JracHO1L paguy, BIJIILIT
reMaTojorii Ta TpaHCIUIAHTAIl KICTKOBOTO
MO3Ky, M. Yepkacu

nikap Horaesa JI.I.

KomyHanbHe HeEKOMepIiiiHE MiIIpPUEMCTBO
«KiHIYHUH TIEHTP OHKOJIOTIi, TIeMaToJIOTii,
TPAHCILIAHTOJIOTIT Ta TaJlaTUBHOI JOIMIOMOTH
YepkacbKoi oOJ1acHoOI paamy, BT
reMaToJiorii Ta TpaHCIUIAHTAIli KiCTKOBOTO
MO3KY 3 KabiHeTaMu Ximioreparnii, M. Yepkacu

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

No 545 Big 19.05.2017

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«PannomizoBane, nmojBiitHe-ciine, rmiaanedo KOHTPOIbOBaHE, OaraTOLEHTPOBE AOCTIIKEHHS da3u 3
3 OLIHKM OeHAaMycTHMHY Ta purykcumady (BR) okpemMo y mopiBHSIHHI 3 iX KOMOiHali€wo 3
akanadbpyTtuHioom (ACP-196) y mnaiieHTiB 3 MaHTIHHOKIITHMHHOIO JIIM(GOMOIO, SIKI paHille He
orpumyBanu gikyBaHHs», ACE-LY-308, Bepcis 4.0 Big 06 uepBHst 2023 poky

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

CnoHcop, kpaiHa

Acerta Pharma BV, Hinepnanau

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA

Ounexkcanap I'PIHEHKO

(migmc) (Bnacue im’st [TIPI3BUILE)



