Jonmarok 1

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYxpaiau «IIpo mpoBeneHHS KIIHIYHOTO
BHUIPOOYBaHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKEHHS CYTTEBUX IONIPABOK»
01.05.2026 Ne 573

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«®aza 3, GaraTolEHTPOBE, MMOJBIMHO 3aciiIJICHE, PaHJA0Mi30BaHe, IJiane00- KOHTPOJIbOBAaHE, B
napajelbHUX TPYMax MOCIIIHKCHHS ISl OIIHKA e(eKTHBHOCTI, O€3MeKH Ta MEePEeHOCHMOCTI
[EHEPUMOJY Y JOPOCIIUX MAIIEHTIB 3 CHCTEMHUM YEPBOHHM BOBYAKOM Ta aKTUBHHM BOBYAKOBUM
He(puUTOM y TIO€THAHHI 3 0a30BOIO Tepamiero», koa nociimkenHs ID-064B301, rimoGanbHuit
npotokoJ Bepcis 2 Big 04 imotoro 2026 poky.

3asiBHUK, KpaiHa

TOB «CanaKicy, Ykpaina

CnoHcop, kpaiHa

VIATRIS Innovation GmbH, Switzerland

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

Cenerimod (ACT-334441; Cenerimod); Tabnerka BKpuTa 0005I0HKOIO; 4 Mr (misirpam(iB));
Corden Pharma GmbH, Germany; Idorsia Pharmaceuticals Ltd, Switzerland; Catalent Germany
Schorndorf GmbH, Germany; Creapharm Clinical Supplies, France; Fisher Clinical Services
GmbH, Switzerland; Fisher Clinical Services GmbH, Germany; Fisher Clinical Services GmbH,
Germany; Fisher Clinical Services GmbH, Germany; Idorsia Pharmaceuticals Deutschland GmbH,
Germany; PharmaKorell GmbH, Germany;

[Tnane6o0 mo Cenerimod, Tabnerka BkpuTa oOosioHkor; Corden Pharma GmbH, Germany;
Idorsia Pharmaceuticals Ltd, Switzerland; Catalent Germany Schorndorf GmbH, Germany;
Creapharm Clinical Supplies, France; Fisher Clinical Services GmbH, Switzerland;
Fisher Clinical Services GmbH, Germany; Fisher Clinical Services GmbH, Germany;
Fisher Clinical Services GmbH, Germany; Idorsia Pharmaceuticals Deutschland GmbH, Germany;
PharmaKorell GmbH, Germany

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

1) nixap Uymauenxo [".A.

ToBapucTBo 3 00MEXeHOI0 BiANOBiAANbHICTIO «Menoya-KiiHiky», JiKyBaTbHO-NPOQITaKTHIHUN
MiAPO3IiJ MEMYHOTO IIEHTPY, M. KniB

2) n.M.H., ipod. ['Hunopu6os A.M.

ToBapucTBO 3 OOMEXKEHOIO BIANOBIAANBHICTIO «IHCTUTYT pPEBMATOJIOTi(», MEAMYHUN IIEHTP,
BIIIIT KIIHIYHUX Jocaimkens Nel, m. Kuis

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




2 MPOJIOBXKEHHS JoaaTka |

ToBapuctBo 3 oOMexeHO0 BiAmoBiganpHiCTIO «Meanunmii nentp Xenc  KuiHiky,
MEIWYHUHN KITHIYHUN JOCIITHULIBKUHN IIEHTP, BT Kapi0JIorii Ta peBMaTojorii, M. BiHHUI

4) n.m.H., ipod. SApemenko O.b.

KomyHnanene HekoMmepiiiine mignpueMctBo «KwuiBchka Michbka KIiHIYHA JrikapHsS Ne3»
BUKOHaBUOro oprany KwuiBcbkoi mickkoi pagu (KuiBcbkoi MichKoi AepikaBHOI anMiHiCTparii),
BiamiieHHs tepamii, HamionaneHmit wmemmunuii  yHiBepcuteT imeHi 0.0. boromombis,
Kadeapa BHYTPILIHBOI MEIUIIMHM 3 KYpPCOM KapaioJiorii Ta peBmaroiorii, M. Kuis

5) a.M.H., ipod. IBaros B.II.

KomynanbHe HexoMepuiliHe minnpueMcTBo «BiHHWIbKa Michbka KimiHIYHA JikapHs Nely,
KIIIHIYHE TeparneBTHuHEe BiAAieHHS No2, BiHHUUBKHIA HAI[iOHANBHUN MEIUYHHUHA YHIBEPCHUTET
im. ML.I. Iluporosa, xadenpa BHyTpimHb01 MeaummHau Ne3, M. Binauis

6) k.M.H. [BanoBa K.A.

ToBapucTBO 3 OOMEKEHOIO BIAMOBITANBHICTIO «EnenbBeiic Menmike», MEIUYHHA IICHTD,
TKyBaJIbHO-MIPODITAKTUYHUM Miapo3aii, M. Kuis

7) a.m.H., mpod. Ximion JI.B.

Komynanene Hexomepuiiine mianpuemctBo KuiBcbkoi obOnacHoi paau «KuiBcbka o6nacHa
KIIiHIYHA JIIKapHs», KOHCYJIbTaTUBHO-IarHOCTUYHUH LeHTp, M. KuiB

8) x.m.H. Kneban f.1.

KwuiBcbka kimiHIYHA JTiKapHA Ha 3a1i3HUYHOMY TpaHcropTi No2 ¢imii «IleHTp oxopoHu 310poB’s»
aKI[1I0HEPHOTO TOBAPUCTBA « Y KpalHChKa 3ai3HUIIS», LIEHTP KIIHIYHUX JOCTiKeHb, M. KuiB

9) noxrop pinocodii «Meaurunay Kynuk A.B.

KomynaneHe HekomepiiiiHe mignpueMcTBo «Uepkacbka obnacHa mikapHs Yepkacbkoi o0macHOT
pazuy, KapIiopeBMaTOJIOTTYHE BiIIUIeHHS, M. Yepkacu

10) xk.m.H. MaTtismyk LT

ToBapuctBo 3 oOMexeHOIO BiamoBiganbHicTIO «Menuunuit neHtp «Koncumiym Menikany,
MEIUYHUHN IEHTP, KIHIKO-KOHCYJIbTaTUBHE BIAAUICHHS, M. KuiB

11) k.mM.H. AnapiueB B.B.

HepxaBHa ycranoBa «HamionanbHuii HaykoBud LeHTp «IHCTUTYT Kapaionorii, KJIiHIYHOI Ta
pereHepatuBHOi MeUIIMHY iMeH1 akagemika M.J[. Ctpaxecka» HamionanpHOT akageMii METUUHUX
HayK YKpaiHw», BiIJIEHHs] HEKOPOHAPHUX XBOpOoO ceplis, peBMaroorii Ta tepamii, M. Kuis




3 IPOJOBKEHHS AojaTka 1

[IpenapaTy MOpPiBHAHHS, BUPOOHUK
Ta KpaiHa

CymnyTHi MaTepianu/mpenaparu
CyNyTHBOI Tepamnii/ropuandHa abo
¢iznuna oco0a, sKa Jie 3a
JIOBIPEHICTIO, SIKY HAJIaB CIIOHCOP Y
3asIBHUK HA BBE3CHHS
JIOCJTIJDKYBaHUX JIIKAPCHKUX 3aC001B
Ta CyMyTHIX MaTepiaiiB

1. IlopratuBHi enekTpokapaiorpagpu (momens - MAC 2000, kpaina moxojkenHs — India,
BupoOoHUK — Wipro GE Healthcare Private Ltd., India).

2. JlomomixkHi MaTepianu 10 enekTpokapaiorpagis (BigmpaBHuK - eResearch Technology,
Sieboldstrasse 3. 97230 Estenfeld, Germany):

* ECG recording paper for MAC 2000 (kpaina moxomkennst — USA, BupoOuuk — Graphic Controls,
USA);

* Flashcard Reader (kpaina noxomkennas — USA, Bupoonuk — Delkin Devices Ltd., USA);

* SDHC Card 16GB (empty) (xpaina moxomxenHs — Malaysia, BupoOuuk —Western Digital
Technologies Inc., USA);

* Electrode Tab Ambu (BlueSensor 2300) (kpaina nmoxomxkenus — India, Bupobnuk — Medico
Electrodes International Ltd., India)

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIIHHSA Ouekcanap 'PIHEHKO

(migmuc) (Bnacue im’st ITIPI3BUIILE)




Jlomatok 2

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYxpaiau «IIpo mpoBeneHHS KITIHIYHOTO
BHUIPOOYBaHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKEHHS CYTTEBUX IONIPABOK»
01.05.2026 Ne 573

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«PangomizoBaHe, TMOJBIHHE cCline, IUIAle00-KOHTPOIbOBAHE JOCHIDKEHHA ¢asu 3 3
napajeIbHUMHU TpyIaMu JJisi OliHKK Oe3neku Ta edekruBHocTi npenapary KarXT y nmikyBaHHI
TICUX03Y, MOB’s3aH0T0 3 XBOpoOoro Ajsbireiimepa (ADEPT-4)», kon nocnimxenus CN0120056,
nonpaska 03, Big 19 mrotoro 2026 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOO BIJIIIOBIIAJIBHICTIO «Tilli/li FOKPEWH», Ykpaina

Cnoncop, kpaiHa

Bpicron-Maiiepc CkBi6 Cepicu3 Anmimiten Komnani, Ipnanais (Bristol-Myers Squibb Services
Unlimited Company, Ireland)

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

KarXT, BMS-986510 (BMS-986510; Kcanomernin, kcaHOMEJiH TapTpart, xanomeline, xanomeline
tartrate, LY246708 tartrate, 1-003871-100, KTX-001, BMS-986519-03, BMS-986519;
Xanomeline tartrate; Trospium Chloride, Tpocmiro xjopua, trospium, trospium chloride, ES,
KTX-002, BMS-986520-01, BMS-986520); TBepai kancymnu; 20/2 (KCaHOMETiH/TPOCIIIO XJIOPHI)
mr (mimirpamm); Catalent Pharma Solutions, LLC, USA; Catalent Pharma Solutions, LLC, USA;
Ampac Fine Chemicals LLC, USA; AndersonBrecon Inc. (dba PCI Pharma Services), USA;
Bristol Myers Squibb Co., USA; Bristol-Myers Squibb Pharmaceuticals Limited, United Kingdom;
Fisher Clinical Services GmbH, Switzerland; Almac Clinical Services, LLC, USA; Fisher Clinical
Services, USA; Fisher Clinical Services GmbH, Germany; Fisher Clinical Services GmbH,
Germany; Fisher Clinical Services GmbH, Germany; PPD Development Ireland Limited, Ireland,
Bristol-Myers Squibb Services Unlimited Company, Ireland;

[Mnane6o mo KarXT, BMS-986510, tBepni kamncynu; Catalent Pharma Solutions, LLC, USA;
Catalent Pharma Solutions, LLC, USA; Ampac Fine Chemicals LLC, USA; AndersonBrecon Inc.
(dba PCI Pharma Services), USA; Bristol Myers Squibb Co., USA; Bristol-Myers Squibb
Pharmaceuticals Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland;
Almac Clinical Services, LLC, USA; Fisher Clinical Services, USA; Fisher Clinical Services
GmbH, Germany; Fisher Clinical Services GmbH, Germany; Fisher Clinical Services GmbH,
Germany; PPD Development Ireland Limited, Ireland; Bristol-Myers Squibb Services Unlimited
Company, Ireland;

KarXT, BMS-986510 (BMS-986510; KcanomeniH, KcaHOMEJIiH TapTpaT, xanomeline, xanomeline




2 MIPOJIOBXKEHHS J01aTKa 2

tartrate, LY246708 tartrate, 1-003871-100, KTX-001, BMS-986519-03, BMS-986519;
Xanomeline tartrate; Trospium Chloride, Tpocmiro xjopua, trospium, trospium chloride, ES,
KTX-002, BMS-986520-01, BMS-986520); TBepaa karncyna; 30/3 (kcaHOMEIIH/TPOCIII0 XJIOPH)
mr (mimirpamn); Catalent Pharma Solutions, LLC, USA; Catalent Pharma Solutions, LLC, USA;
Ampac Fine Chemicals LLC, USA; AndersonBrecon Inc. (dba PCI Pharma Services), USA;
Bristol Myers Squibb Co., USA; Bristol-Myers Squibb Pharmaceuticals Limited, United Kingdom;
Fisher Clinical Services GmbH, Switzerland; Almac Clinical Services, LLC, USA; Fisher Clinical
Services, USA; Fisher Clinical Services GmbH, Germany; Fisher Clinical Services GmbH,
Germany; Fisher Clinical Services GmbH, Germany; PPD Development Ireland Limited, Ireland;
Bristol-Myers Squibb Services Unlimited Company, Ireland;

[Mnane6o mo KarXT, BMS-986510, tBepna kamcyna; Catalent Pharma Solutions, LLC, USA;
Catalent Pharma Solutions, LLC, USA; Ampac Fine Chemicals LLC, USA; AndersonBrecon Inc.
(dba PCI Pharma Services), USA; Bristol Myers Squibb Co., USA; Bristol-Myers Squibb
Pharmaceuticals Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland;
Almac Clinical Services, LLC, USA; Fisher Clinical Services, USA; Fisher Clinical Services
GmbH, Germany; Fisher Clinical Services GmbH, Germany; Fisher Clinical Services GmbH,
Germany; PPD Development Ireland Limited, Ireland; Bristol-Myers Squibb Services Unlimited
Company, Ireland;

KarXT, BMS-986510 (BMS-986510; KcanomeniH, kcaHOMETiH TapTpaT, xanomeline, xanomeline
tartrate, LY246708 tartrate, 1-003871-100, KTX-001, BMS-986519-03, BMS-986519;
Xanomeline tartrate; Trospium Chloride, Tpocmito xjopua, trospium, trospium chloride, ES,
KTX-002, BMS-986520-01, BMS-986520); TBepaa karncyna; 40/4 (kcaHOMEIIH/TPOCIII0 XJIOPH)
mr (mimirpamu); Catalent Pharma Solutions, LLC, USA; Catalent Pharma Solutions, LLC, USA;
Ampac Fine Chemicals LLC, USA; AndersonBrecon Inc. (dba PCI Pharma Services), USA;
Bristol Myers Squibb Co., USA; Bristol-Myers Squibb Pharmaceuticals Limited, United Kingdom;
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Fisher Clinical Services GmbH, Switzerland; Almac Clinical Services, LLC, USA; Fisher Clinical
Services, USA; Fisher Clinical Services GmbH, Germany; Fisher Clinical Services GmbH,
Germany; Fisher Clinical Services GmbH, Germany; PPD Development Ireland Limited, Ireland;
Bristol-Myers Squibb Services Unlimited Company, Ireland;

[Tnane6o mo KarXT, BMS-986510, tBepna kamcyna; Catalent Pharma Solutions, LLC, USA;
Catalent Pharma Solutions, LLC, USA; Ampac Fine Chemicals LLC, USA; AndersonBrecon Inc.
(dba PCI Pharma Services), USA; Bristol Myers Squibb Co., USA; Bristol-Myers Squibb
Pharmaceuticals Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland;
Almac Clinical Services, LLC, USA; Fisher Clinical Services, USA; Fisher Clinical Services
GmbH, Germany; Fisher Clinical Services GmbH, Germany; Fisher Clinical Services GmbH,
Germany; PPD Development Ireland Limited, Ireland; Bristol-Myers Squibb Services Unlimited
Company, Ireland;

KarXT, BMS-986510 (BMS-986510; Kcanomenin, kcaHoMelliH TapTpat, Xxanomeline, xanomeline
tartrate, LY246708 tartrate, 1-003871-100, KTX-001, BMS-986519-03, BMS-986519;
Xanomeline tartrate; Trospium Chloride, Tpocmito xyopua, trospium, trospium chloride, ES,
KTX-002, BMS-986520-01, BMS-986520); TBepna kancymna; 50/5 (kcaHOMETiH/TPOCTIiI0 XJIOPHIT)
mr (mutirpamu); Catalent Pharma Solutions, LLC, USA; Catalent Pharma Solutions, LLC, USA;
Ampac Fine Chemicals LLC, USA; AndersonBrecon Inc. (dba PCI Pharma Services), USA;
Bristol Myers Squibb Co., USA; Bristol-Myers Squibb Pharmaceuticals Limited, United Kingdom;
Fisher Clinical Services GmbH, Switzerland; Almac Clinical Services, LLC, USA; Fisher Clinical
Services, USA; Fisher Clinical Services GmbH, Germany; Fisher Clinical Services GmbH,
Germany; Fisher Clinical Services GmbH, Germany; PPD Development Ireland Limited, Ireland,
Bristol-Myers Squibb Services Unlimited Company, Ireland;

[Tnane6o no KarXT, BMS-986510, tBepna kamcyna; Catalent Pharma Solutions, LLC, USA;
Catalent Pharma Solutions, LLC, USA; Ampac Fine Chemicals LLC, USA; AndersonBrecon Inc.
(dba PCI Pharma Services), USA; Bristol Myers Squibb Co., USA; Bristol-Myers Squibb
Pharmaceuticals Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland;
Almac Clinical Services, LLC, USA; Fisher Clinical Services, USA; Fisher Clinical Services




4 MIPOJIOBXKEHHS J01aTKa 2

GmbH, Germany; Fisher Clinical Services GmbH, Germany; Fisher Clinical Services GmbH,
Germany; PPD Development Ireland Limited, Ireland; Bristol-Myers Squibb Services Unlimited
Company, Ireland;

KarXT, BMS-986510 (BMS-986510; KcanomeniH, kcaHOMETiH TapTpaTt, xanomeline, xanomeline
tartrate, LY246708 tartrate, 1-003871-100, KTX-001, BMS-986519-03, BMS-986519;
Xanomeline tartrate; Trospium Chloride, Tpocmito xjopua, trospium, trospium chloride, ES,
KTX-002, BMS-986520-01, BMS-986520); TBepaa kamcyina; 66,7/6,67 (kcaHOMEIiH/TPOCTIiIO
xsopun) mr (mitirpamu); Catalent Pharma Solutions, LLC, USA; Catalent Pharma Solutions, LLC,
USA; Ampac Fine Chemicals LLC, USA; AndersonBrecon Inc. (dba PCI Pharma Services), USA;
Bristol Myers Squibb Co., USA; Bristol-Myers Squibb Pharmaceuticals Limited, United Kingdom;
Fisher Clinical Services GmbH, Switzerland; Almac Clinical Services, LLC, USA; Fisher Clinical
Services, USA; Fisher Clinical Services GmbH, Germany; Fisher Clinical Services GmbH,
Germany; Fisher Clinical Services GmbH, Germany; PPD Development Ireland Limited, Ireland;
Bristol-Myers Squibb Services Unlimited Company, Ireland;

[Mnane6o mo KarXT, BMS-986510, tBepna kamcyna; Catalent Pharma Solutions, LLC, USA;
Catalent Pharma Solutions, LLC, USA; Ampac Fine Chemicals LLC, USA; AndersonBrecon Inc.
(dba PCI Pharma Services), USA; Bristol Myers Squibb Co., USA; Bristol-Myers Squibb
Pharmaceuticals Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland;
Almac Clinical Services, LLC, USA; Fisher Clinical Services, USA; Fisher Clinical Services
GmbH, Germany; Fisher Clinical Services GmbH, Germany; Fisher Clinical Services GmbH,
Germany; PPD Development Ireland Limited, Ireland; Bristol-Myers Squibb Services Unlimited
Company, Ireland
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Bianosiganbawii (1) gocaigHuK (1)
Ta MicIe (s1) IPOBEACHHS
BUNPOOYBaHHS B YKpaiHi

1) k.M.H., ipo. Cepebpennikoba O.A.

KomynanbHne HexkomepliiiiHe mignpueMcTBo «BiHHUIBKA 00JacHa KIIiHIYHA MICUXOHEBPOJIOTIUHA
mikapas iM. akaa. O.1. FOmenka Binaunbkoi obmacHoi Pamny», 3mimaHe (4ojoBiue Ta XKiHOYE)
BiomimeHHs Ne2, M. Binawuig

2) k.m.H. Koctrouenko A.B.

ToBapuctBo 3 oOMexeHOw BimmoimampHicTIO «Meanunmii  Lentp Xenc
MenuyHuii KIHIYHUN JOCTITHUIIBKUHN [ISHTP, BIIILI HEBPOJIOTii, M. BiHHUIISA

3) mikap Kaunnceka B.T.

KomyHanpHe HEKOMEpIIIHHE MiANPUEMCTBO «XMEJIbHUIIBKUA OOJIACHWM 3aKiaj 3 HaJaHHS
MICUXIATPUYHOT JOMOMOTH» XMEIbHHUIBKOiI 00acHOi pamu, l-me BigmineHHs Ha 50 JXKOK-
YOJIOBIYE, 3arajbHONCHUXIaTpUYHE I JTOPOCINX, XMEJIbHHUIIbKA 00J., XMEIbHUIIBKUH P-H,
ceno CKapKHHII

4) k.m.H. Pomanis O.I1.

Kninik»,

ToBapuctBO 3 OOMEXKCHOI  BiIIOBIIAILHICTIO <<HEﬁPOMEH>>, Menuunuii = LEHTP
«HEMPOME/», nikyBanbHO-IpodilaKTHUHMI Iipo3in, M. Ykropon
[IpenapaTty MOpiBHAHHS, BADOOHUK | —
Ta KpaiHa
CymnyTHi MaTepianu/mpenaparu - [lopratuBHi poyTtepu;
CYITyTHBOI Teparlii/fopuindHa abo - EKT anapary;
¢d13uyHa 0coba, sAKa i€ 3a - HenTtpudyru, xomon0Bi ueHTpudyru;
JIOBIPEHICTIO, SIKY HaJlaB CIOHCOp YU | - MOpO3MIIbHI KaMepH;
3asBHUK Ha BBE3CHHS - Min/mMakc-TepMOMETpH, JaTa-JIorepu;
JIOCITIJKYBaHUX JIIKapChbKUX 3ac00iB | - Baru/pocromipu;
Ta CyMyTHIX MaTepiajiB - Bymni TepMomeTpu Ta 3aXHCHI KOBIAUKY;
- CdirmomanomeTpu;
- Inky6aropu 1u1st 30epiranHs npenapary;
- [Ma¢u, 110 3aMuKarOThCS, Ui 30epiraHHs JOKYMEHTIB JOCIIHKEHHS;
- [InaHmeTr Ta KOMIUIEKTYFOUI;
- Ha6opu ADAS-Cog;
- IpykoBaHi MaTepiany Ajs Nalli€eHTa;
- JIaGopatopui Ha6opu PPD Lab;
- JJaboparopni Habopu Labcorp
B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(mignuc) (Bnacue im’st [TIPI3BUILLE)



Jonmatok 3

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
01.05.2026 Ne 573

Inentudikariist CyTTEBOI MOMPaBKU

Onosnenuii Ilporokon, dinampna Bepcis 14.0 Big 11 rpymus 2025p., aHTIIHCHKOK MOBOIO;
Iadopmaris qs ygacuuka ta @opma iHGOpMOBaHOI 3roau Ha ydyactb Juist aitedt (12—13 pokis),
¢dinanmpHa Bepcis 8.0-UA(uk) Bim 01 kBiTHa 2026 p., ykpaiHChKOWO MOBO; I[Hbopmaris mis
yuacHuka ta @opma iHpopMoBaHOT 3roau Ha y4acTh i miamiTKiB (14—17 pokiB), ¢iHanbHa Bepcis
8.0-UA(uk) Bim 01 xBiTHs 2026 p., yKpaiHCbKOIO MOBOIO; IH(opmaliis 11 yyacHuKa Ta (opma
iH(opMOBaHOi 3ro/IM Ha y4acTh JJs 0aThKiB, (hinanbHa Bepeis 15.0-UA(uk) Big 17 xBiTHa 2026 p.,
YKPaiHChKOK MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1265 Big 05.06.2019

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«ocnimkenns 3 miadopy A03u IS OLIHKU €(pEeKTUBHOCTI 1 OE3MEeKH 3aCTOCYBaHHsS Ipernapary
Comananuran (somapacitan) oJMH pa3 Ha TUXJAEHb y MOPIBHSAHHI 3 3aCTOCYBaHHSM IpernapaTy
Hopaitponin® (Norditropin®) onun pas Ha feHb y fiTeil i3 3aTpUMKOIO POCTY, 110 GyJIH HAPOIKEH]
MaJMMM JUId TeCTalliHOro BIKYy Ta HE HA3[OTHAJM Yy 3pOCTI /10 BIKY 2 POKHM Ta cTapiiey,
NN8640-4245, pinanpHa Bepcist 12.0 Bix 21 6epesns 2024 p.

3asiBHUK, KpaiHa

TOB «HoBo Hopaick Ykpainay

CnoHcop, KpaiHa

Novo Nordisk A/S (Denmark)

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jonmaroxk 4

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
01.05.2026 Ne 573

Inentudikariist CyTTEBOI MOMPaBKU

[Ipotokon kniHiyHOTO AocimkeHHs J2G-MC-JZJX, Bepcis 3 monpaBkoro () Bix 21 ciuns 2026 poky
aHTIIHCHKOI0 MOBOIO; bporrypa mocnigHuKa JOCTiKyBaHOTO JIiKapchKoro 3aco0y CenmepkartiHio,
Bepcis Bix 13 mororo 2026 poky aHriiickkor0 MoBot0; dopma 103B0JTy Ha 3apaxyBaHHs KOIITIB HA
paxyHOK, Bepcis 5.0 Big 22 ceprast 2025 poky yKpaiHCEKOIO MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 1265 Bix 23.06.2021

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«LIBRETTO 432: [1nane60-KOHTPOJILOBAHE TIOJIBIHE CIIITIE PaHIOMI30BaHe AOCTIDKEHHS 3 daszu
JUISL OL[IHKM aJ1’ FOBAaHTHOI Teparii cennepKkaTHHIOOM Micisl paAuKalIbHOI JOKOPETrioHapHO1 Teparii y
MAIi€HTIB 3 HeAPIOHOKIITHHHUM pakoM JiereHi crafii IB-IIIA 3 nasBricTio ri6pugHoro rena RET»,
J2G-MC-JZJX, Bepcis 3 nomnpaskoto (i) Bix 16 ciunsg 2025 poky

3asiBHUK, KpaiHa

«Eni Jlinmi Bocrox CAy, llBeitmapis

CnoHcop, kpaiHa

Eni Jlinm eng Kommnani, CILIA / Eli Lilly and Company, USA

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



Jonatok 5

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIiHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
01.05.2026 Ne 573

Inentudikariist CyTTEBOI MOMPaBKU

bpomypa  mochmigHuka I JAOCHIIKYBAaHOTO — JIKApChKOTO  3aco0y  TopumainiMad
(JS001/TABO01/CHS-007), Bunanust 10.0 Bix 06 motoro 2026 poxy; Ilndopmaris ams narienra i
®opma iHpopmoBaHOi 3roau, Moxenb mis Ykpainm, Bepcis 4.0 Bim 12 Oepesns 2026 poky,
YKpaiHCBKOIO Ta POCiChKOI0 MOBamH; [Hpopmamis s namienta i @opma iHpopMoBaHOi 3roau Ha
npojoBxkeHHsa JikyBaHHs npenapatamu JSO01/TABOO1 1 JS004/TAB004 micns mporpecyBaHHS
3axBoproBaHHs, Mojens mns Ykpainu, Bepcis 1.2 Bim 20 Gepesns 2026 poky, yKpaiHCBKOIO Ta
pociiicekoro MoBamH; [Hpopmariist 1 Dopma iHhopmoBaHOi 3roau Ha 30ip iHGOpPMAaIIii PO BariTHICThH
y BariTHOI MapTHEPKU YYaCHUKA JOCIipKeHHs, Monenb 1 Ykpainu, Bepcist 1.1 Big 20 6epe3ns
2026 poky, YKpaiHCbKOIO Ta pociiicekoro MoBamu; I[Hbopmanis mia mnamieHta 1 Popma
iH(OpMOBaHO{ 3r0/IM Ha Y4acTh y MPECKPUHIHTOBIN KOMyHiKalii, Monens 1 Ykpainu, Bepcis 1.2
Bix 20 Gepesns 2026 poKy, yKpaiHCHKOIO Ta pOCIHCHKOK MOBaMHU

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1553 Bix 06.09.2024

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«PannomizoBaHe, moOABiHE ciine, MMIANE00-KOHTPOIbOBAHE, MYJIbTUPETIOHATbHE KIIHIYHE
nocaimxenns 111 ¢asu 3 ouinku TopunaniMaly npu Horo 3aCTOCyBaHHI Y BUIJISIII MOHOTeparnii abo
y koMmOiHartii 3 Tuduemanimadom (JS004/TAB004) B sskocTi KOHCOMITAIIfHOT Tepartii y Hali€HTiB 3
JOKaJII30BaHUM JIpIOHOKJIITUHHMM paKoOM JIereHb 0€3 MpOorpecyBaHHS 3aXBOPIOBAHHS IICII
poBeieHoi XimionpomeHneBoi Tepamii», JS004-008-I1I-SCLC, Bepcis 3.0 Bix 28 TpaBHs 2024 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Cnoncop, kpaina

«lanxait [[3ronemn baitocaiience3 Ko., JItn.», Kurtaii [Shanghai Junshi Biosciences Co., Ltd.,
China]

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Onekcanap I'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)



Jlonatok 6

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIiHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
01.05.2026 Ne 573

Inentudikariist CyTTEBOI MOMPaBKU

bpomypa nochigauka Openabpytunio (ICP-022), Bepcis 12.0B Bim 28 ciuns 2026 poky,
aHIMCbKOI0  MOBOw;  IHdopmaniitnmii  smctok 1 ¢opma  iHpopMOBaHOI  3roaw,
Bepcia V6.0UKR(uk)1.0 Bix 13 6epe3ns 2026 poky, nepekiiag yKpaiHChKO0 MOBOIO Bij 16 Oepe3Hs
2026 poxy; Jluct mociimHUKa MOTEHIIMHOMY YYacHUKY AociifpkeHHs Big 14 ciuns 2026 poky
[VO1 UKR(uk)0l], ykpailHCBKOIO MOBOIO; BKJIIOYEHHS JOJATKOBUX MICLb IMPOBEACHHS
BUIIPOOYBaHHSI:

No I1.1.B. BiAIIOBiJaJILHOI'O OCHITHUKA
n/n HasBa micus nmpoBeieHHs KITiHIYHOTO BUIPOOYBaHHS

I. | k.m.H. Mamescbka O.B.
ToBapucTBO 3 OOMEKEHOIO BIAMOBITATBHICTIO «ACKJIETiOH», MeIu4Huid TEeHTP,
TepaneBTHYHUHN niapo3aii, Kuiscbka 00:1., KueBo-CBsTomumHCbKH paiioH, ¢. X00CiBKa
2. | mikap IlinBepGenpka A.B.
OOnacHe KOMyHaJlbHE HEKOMeEpIliiiHe MiANpueMCTBO «ByKOBHMHCHKMI — KIIHIUHUMA
OHKOJIOTIYHUM LIEHTP», CTPYKTYPHUH MiIPO3/1J1 KIIHIYHOI OHKOJIOr11, M. YepHiBIi
3. | I.M.H., po¢. Pycun A.B.
KomynanbHe HexomepliiiHE MiANPUEMCTBO «3aKapHaTCbKUil MPOTUITYXJIUHHUI LIEHTP»
3akapnarcbkoi 00JIaCHOI pajy, XIMIOTepaneBTUYHE BIJJIIJICHHS, M. YKropoJ

Howmep Ta nata nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne123 Bin 04.02.2026

Ha3Ba kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta jara

«PangomizoBaHe, mo/BiiHE Clline, 6araToleHTPORBE, MIae00-KOHTPOILOBAHE JOCTIHKeHHS dasu 3
3 OILIIHKH OopenadpyTuHiOy B KoMOiHaIil 3 puTykcumabom ta 6enaamyctuHoM (BP) B mopiBHSHHI 3
nikyBaHHsAM bP y narfienTiB 13 ManTiiiHOKIITUHHOO JiMpomoro (MKIJI), siki paHile He oTpuMyBaln
nikyBanHsa», ICP-CL-00128, Bepcis 4.0 Bix 06 nmuctonana 2025 poky

3asiBHUK, KpaiHa

Iianpuemctso 3 100% inozemuoro inBectuiiclo KAVMK’FOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

InnoCare Pharma Inc., USA

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(mignuc) (Bnacue im’st [TIPI3BUILE)



Jlonatok 7

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
01.05.2026 Ne 573

Inentudikariist CyTTEBOI MOMPaBKU

Bpomrypa nocmigHuka q0CHiHKYBaHOTO JTiKapchbkoro 3aco0y CenmepkatiHio, Bepcis Bix 13 mroToro
2026 poky aHrmiichkor0 MOBOK; OHOBIEHI po3aimm Jlocke AOCTIKYBAHOTO JTIKAPCHKOTO 3ac00y
LY3527723, Bepcis Big mwoTtoro 2026 poky aHIIHChKOW MOBOwW: S.2.1 «BupoObHuKMHY;
S.4.4 «Anamni3 cepiit»

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 1360 Bix 10.06.2020

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«LIBRETTO-431: bararouieHTpoBe, paHaoMi3oBaHe, Binkpute pociimkenns 111 ¢ha3u nmopiBHIHHS
Tepamnii npenaparom CenmnepkaTiHi® 3 Tepami€lo mpenaparaMd Ha OCHOBI MOXIJHHMX IJIATMHU B
MOETHAHHI 3 IEMETPEeKceIoM B a00 6e3 KoMOiHaIlil 3 mpuiioMoM neMOpoITi3ymada B SIKOCTI mepoi
TiH1T IKyBaHHS MOIIUPEHOT0 YW METACTa3ylouoro HeApiOHOKIITUHHOTO PaKy JereHi 3 HasiBHICTIO
riopuanoro rena RET», J2G-MC-JZJC, Bepcis 3 i1HKOpIopoBaHOIO HompaBKkoo (g) Bia 30 KBITHS
2025 poky

3asiBHUK, KpaiHa

«Eni Jlinmi Bocrox CAy, llBeitmapis

CnoHcop, KpaiHa

Eni Jlinm eng Kommnani, CILIA / Eli Lilly and Company, USA

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jomatox 8

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
01.05.2026 Ne 573

Inentudikariist CyTTEBOI MOMPaBKU

Bbpomypa nocnigauka Zilovertamab Vedotin/3unoBepramad Benotun (MK-2140), Bumanns 11 Bix
09 6epesns 2026 poky, aHTTIHCHKOI MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 1598 Bix 17.09.2024

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«bararonieHTpoBe, BIAKpUTE, paHIOMi30BaHE, 3 AKTHBHUM KOHTPOJEM IociikeHHs 2/3 dasu
sunoBepramady Benotuny (MK-2140) y xomOiHalii i3 cTaHAapTHUM JIKyBaHHSM Yy MAIi€EHTIB 3
perauByouoro  abo  pedpakrepHoro  audy3HOHO — B-BETUKOKIITHHHOIO  JTIM(OMOIO
(waveLINE-003)», MK-2140-003, 3 inkopriopoBanoto nonpaskoro 07 Big 09 kBitHs 2025 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)



Jonatok 9

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIiHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
01.05.2026 Ne 573

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa Ha3BH MicClIsl IPOBEICHHS KJIIHIYHOTO JOCTIKEHHS B YKpaiHi:
BYJIO CTAJIO
I.M.H., mpod. [Tigripamii .M. I.M.H., ipod. ITiaripaunii 51.M.
KomyHanbHe HeEKOMepIliiiHe MiANpUEMCTBO | YHIBEPCUTETChKA  JIKapHs JIEP’KaBHOTO
JIbBiBCcbKOi  oOmacHOi paau  «JIbBIBChKA | HEKOMEPIIIMHOTO TOBapHUCTBa  «JIbBIBCHKUI

oOnacHa KIiHIYHA JIIKApHS», BUATUICHHS | HAlOHAJTBHUHA MeAUYHUN YHIBEPCUTET
aHecresioyiorii Ta iHTeHcHBHOI Tepamii Nel, | imeni Jlanunma [anumpkoro»,  BIIIUICHHS
M. JIbBIB a”ecresionorii Ta iHTeHcHBHOI Tepamii Nel

kamnycy iMmeHi Map’sHa [Tanunmiuna, M. JIbBiB

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 2947 Big 30.12.2021

HasBa kiiHiYHOTO BUIPOOYBaHHH,
KOJ, BepcCis Ta JaTa

«locnikeHHs 4oTUpU(aKTOPHOTro KoHIEHTpaTy nporpoMbiHoBoro komuiekcy OKTAIIIEKC y
MAIIEHTIB 3 TOCTPOIO MACHBHOIO KpOBOTEYEI, [0 OTPUMYIOTh Tepaliio MepopaibHUM
antukoaryinsaToM npsimoi aii (ITAKII[), inribitopom ¢akropa Xay», LEX-210, Bepcis 08 Big
21 gunasa 2023 poky

3asiBHUK, KpaiHa

TOB «IlIpem’ep Pecepu Ykpaina»

CnoHcop, kpaiHa

«Oxkragpapma Al» (Octapharma AG), [Iseiinapis

B.o. HayaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaexcanap I'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)



Honatok 10

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIiHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
01.05.2026 Ne 573

Inentudikariist CyTTEBOI MOMPaBKU

BritoueHHs JOAaTKOBOTO MICIIsl POBECHHS KITHIYHOTO BUITPOOYBaHHSI:

No I1.1.b. BiaIIOBIIaIbHOTO AOCIITHUKA
/11 HazBa Miciis mpoBeeHHs KJIIIHIYHOTO BUIIPOOYBaHHS

1. | mikap Tyrka M.M.
KomyHanbHe HekomepiliiiHe miaAnpueMcTBO «JIBBIBCBKE TEpUTOpiaibHE MEIUYHE
o0’eqnannsa «bararonpodinpHa KIIiHIYHA JIIKapHSA IHTEHCHBHUX METOJIB JIIKYBaHHS Ta
HIBUAKOT METUYHOI JonoMoru», LIeHTp oHKoiorii BiIOKpeMIIeHOTo miapo3ainy «JlikapHs
Casaroro Ilanreneiimonay, M. JIbBiB

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 512 Bin 16.04.2026

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta jara

«PannomizoBane, noagiiiae ciine, Il ¢a3u, koHTponboBaHE Mianed0 Ta aKTUBHUM IMpernapaTom
nopiBHAHHA nochimkeHHss MK-1084 y komOinamii 3 gypBasiyMaOoM MOpIBHSHO 3 IUanebo y
KOoMOiHamii 3 JIypBaiyMaOOM y VYYacCHHKIB 3 MICIIEBO PO3MOBCIODKEHUM HeornepadelbHuM
HeIPIOHOKITITUHHUM pakoM JereHiB 3 myTtaniero KRAS G12C 6e3 nporpecyBaHHs 3aXBOpPIOBAaHHS
micas paaukainbHOi XiMiompomeHeBoi Tepamii Ha ocHoBl miatuHu (KANDLELIT-015)»,
MK-1084-015, Bepcist 00 Bix 16 ciunst 2026 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTI0O «MC/] Ykpainay

CnoHcop, KpaiHa

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

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(migmmc) (Bnacue im’st [TIPI3BULLLE)



Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
01.05.2026 Ne 573

Inentudikariist CyTTEBOI MOMPaBKU

3miHa BiAMOBIaIbHOTO HociiaauKa 3 K.M.H. Octanenko F0.B. na nmikaps [Tanko B.B. Ta 3MiHa Ha3Bu
MICIIsI TPOBEJICHHS KJIIHIYHOTO BUIPOOYBaHHS:

bYJIO

CTAJIO

3aB.Bij., K.M.H. Ocranenko 10.B.

JlepkaBHE ~ HEKOMEpIIMHE  MIANPHEMCTBO
«HamioHaybHAN 1HCTUTYT paKy», BUITITICHHS
MaJIOIHBAa3UBHOI Ta EHJOCKOIIYHOI Xipyprii,
IHTEPBEHINIHOI pajiosiorii, M. KuiB

nikap ITamxo B.B.
JlepxaBHE ~ HEKOMEpIIiHE
«HamioHanpHUH  1HCTUTYT paky», KIiHIKa
OHKOI'€MAaToJIOril Ta KJIIHIYHOI OHKOJIOTI],
BimieHHs KiIiHiYHOI oHKoorii, M. Kuis

MiITPUEMCTBO

OHKOJIOTTYHHH JMCTIaHCEP)
JIHIIpOoneTpoBChKOi o0macHoi paan»,

ximioTepaneBTHuHE BigaineHHs, M. Kpuswuii Pir

3MiHa Ha3BU MiCLisl IPOBEICHHsI KJIIHIYHOTO BUIIPOOYBaHHS:
BVYJIO CTAJIO
K.M.H., 3aB.Bia. Agamuyk [".A. K.M.H., 3aB.Bi1. Agamuyk [".A.
Komynanene mignpuemctBo «KpuBopispkuii | KomyHanmpHe ~ HEKOMepLiHE  TOBapHCTBO

«KpuBOpI3bKHIT  OHKOJIOTIYHUIM  JUCHIAHCEP»
JIHInponeTpoBChKOi o0macHoi panu»,
ximioTepaneBTHUYHE BigaineHHs, M. Kpuswuii Pir

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 540 Bin 07.03.2019

Ha3sBa kiiHiuHOrO BUNpOOYBaHHS,
KOJI, Bepcis Ta jara

«PangomizoBane, mozasiiiHe chine pocmimkeHHs I dasum mis mopiBHsSHHA memOpoizymady 3
1ane6o y KoMOiHaIi1 3 Heoa ' FoOBaHTHOO XIMIOTEpai€lo Ta aJ FOBAHTHOIO €HJA0KPHUHHOIO TEPaIi€ro
MpHU JIIKyBaHHI paKy MOJIOYHOI 3aJI03M 3 HAsBHICTIO PELENTOPIB J0 €CTPOreHIB 1 BIJIICYTHICTIO
JIOACBKHUX pelenTopiB emizepmaibHoro ¢akropa pocty 2 (ER+ / HER2-) na panniif cragii npu
Bucokomy ctymeHi pusuky (KEYNOTE-756)», MK-3475-756, 3 1HKOpIIOpOBaHOIO IMOIPABKOIO
07 Bix 08 Bepecus 2023 poky

3asiBHUK, KpaiHa

ToBapuctso 3 o6mexkeHoto BianosiganpHicTIO «MCJl Ykpainay

CrnoHcop, kpaiHa

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

B.o. HayaibHUKa PapMaleBTHYHOIO YIIPABJIIHHSA

Oaexcanap 'PINEHKO

(migmc) (Bnacue im’st [TIPI3BUILE)



JlomaTok 12

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
01.05.2026 Ne 573

Inentudikariist CyTTEBOI MOMPaBKU

OnHoBneHuit mpoTtokos kiiHiyHOTO mocmipkenHs SRSD107-201, Bepcigs 5.0 Bim 30 XoBTHs
2025 poky; Onornenuil mpoTokon KiiHigHOTO nociimkenHs SRSD107-201, Bepcis 5.1 Bix
26 mucronama 2025 poky; Onosiene Jlocke mocmimxkyBaHoro mpenapary SRSD107 iH’exiis,
[Tmane6o mo SRSD107 in’ekuis Ta eHokcamapuH, Bepcis 2.1, 6epezens 2026 poky; 3amydeHHsS
JOJJATKOBUX BUPOOHUYMX JITITHOK JIJIs TocipkyBaHoro npenapaty SRSD107 in’exiis Ta [Tnamne6o
no SRSD107 ix’ekmist: Clinigen Clinical Supplies Management SA, benbris (Watson & Crick Hill,
Rue Granbonpre, 11, Mont-Saint-Guibert, 1435); 3any4eHHs 10AaTKOBUX BUPOOHUUUX JUISTHOK JJIs
Knekcan: Clinigen Clinical Supplies Management SA, bensris (Watson & Crick Hill, Rue
Granbonpre, 11, Mont-Saint-Guibert, 1435); Iudbopmaniiinuii JIucToK maiieHTa Ta (opma
iHpopmoBanoi 3roam, Bepcis 3.0 Big 20 motoro 2026 poxy ans YKpaiHM aHTIIIHCBKOIO MOBOIO;
[Hpopmamiitnuii McToK TamieHTa Ta ¢opma iHGopmoBaHoi 3roau, Bepcis 3.0 Bim 20 moTOrO
2026 poxy nns YkpaiHu ykpaiHCbKOrO MOBOMO. IlepekinaneHo ykpaiHChbKOIO MOBOIO /ISl YKpaiHu
25 mrotoro 2026 p.; 30inblIeHHS 3aIUIAHOBAHOI KUTBKOCTI JOCTIIKYBAHUX JUISl BKJIIOYEHHS Yy
BunpoOyBaHHs B YKpaini 3 105 1o 265 oci0; 3anydeHHs J0JaTKOBUX MICIb IPOBEACHHS KJITHIYHOTO

BUIIPOOYBaHHSL:
No I1.1.B. BiAIOBIHABLHOTO JOCIITHUKA
/o HasBa micus npoBeieHHs KITIHIYHOTO BUIPOOYBaHHs

1. | n.m.H., npod. Cynmuma B.C.

ITpuBatne mignpuemctBo «I'pynma BPACC», xipypriunuil nentp, IBaHo-®PpaHKiBCbKHIA
HalllOHAJIbHUN MEeIMYHUI YHIBEPCUTET, Kadeapa TpaBMaTOJIOril, OPTONEAll 1 HEB1AKIAaHOL
BiliCbKOBOI Xipyprii, cMT. Jlucenp, IBano-PpaHKiBcbKa 06JaCTh

2. | n.m.H. IToxisoma O.M.

KomynanbHe HekoMepuiiiHe mianpueMctBo «Opaecbka o0jacHa KIiHIYHA JIIKapHSI»
OnecpKkoi 00J1acHOT paamy, BIUTIJICHHST opToneAii Ta TpaBmaroJorii, M. Oxeca

3. | mixap Jlemxosuy b.B.

Mennunuii nientp ToBapucTBa 3 OOMEXKEHOI BIAMOBIAAIBHICTIO «MeauuHuid HEHTP
«Koncuniym Menikamy, KIiHIKO-KOHCYIbTaTUBHE BiJiIiNeHHs, M. KuiB




2 MPOJIOBXKEHHS JoaaTka 12

4. | mikap [Imurons [.A.

ToBapucTtBO 3 OOMEXKEHOIO BIAMOBINANBHICTIO «JIIKyBaJIbHO-IaTHOCTUYHUN LIEHTP
«AnoHnic [limocy, TiKyBaabHO-NPOGUIAKTHYHAN Miapo3ii, M. Kuis

5. | k.m.H. FOpiituyk JL.M.

[TinnpuemctBo «JlikyBanpHO-miarHocTHUHMM TLeHTp «Koinika Cssaroro Jlykw» IBanHO-
@panHkiBCbKOTO  ApxiemapxianbHOro YmpaBimiHHA YKpaiHcbkoi ['pexo-KaTomumpkoi
LepkBu», KOHCYJIbTATHBHO-JIIKyBallbHE BialiieHHS «HaykoBo-moCHiAHUIIBKUN LEHTpPY,
M. IBaHO-DpaHKiBChK

6. | mikap 3emuk C.M.

Komynanbne HexkoMepuiline mianpueMcTBo «lleHTpanpHa MichbKa KiIiHIUHA JIiKapHs [BaHO-
@paHKIBChKOT MICHKOI paanW», BIIIUICHHS HEHpOXipyprii, TpaBMAaToiorii, opromenii,
PEKOHCTPYKTHBHOI Ta IIACTHYHOI Xipyprii, M. IBaHo-PpaHKiBCEK

7. | k.Mm.H. bapunosuy M.M.

ToBapucTBo 3 0OMexeHOW BimnmoBiganpHICTIO «Memaumunuii LleHnTp «Acknemiit [Tnrocy,
mipo3ain No7, cramionapHe BiiiaeHHs, M. JKutomup

8. | a.M.H., ipod. bezcmeprhuii 10.0.

«YHIBepCUTETChbKa KIIiHIKa» BIHHMIIBKOTO HAaIlIOHAIBHOTO MEIUYHOTO YHIBEPCUTETY
im. M. TluporoBa  (JiKyBaJbHO-HaBYAJIbHO-HAYKOBUH  IIGHTP),  BIIJMIJICHHSA
PEKOHCTPYKTHBHOI opTomeaii Ta TpaBMaTosorii, BiHHUIbKUI HalliOHATBLHUNA MEAUYHHUN
yHiBepcurer iM. M.I. Iluporoma, kadenpa ¢izuuyHoi Ta peabuTITAliiHOI MEIWLIMHH,
M. Binaumg

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne123 Bin 04.02.2026

Ha3sBa kiiHiuHOrO BUNpOOYBaHHS,
KOJI, Bepcis Ta jara

«baraTolieHTpoBe, paHJIOMI30BaHE, BIAKPUTE, aKTUBHE KOHTPOJIbOBAHE, CIINE JOCTIIHKCHHS 3
OLIIHKOIO KIHIIEBUX TOYOK JUIsl MOPiBHSAHHS eekTuBHOCTI Ta O6e3nekn SRSD107 Ta eHOKcanapuny y
JOPOCIIUX TAIIE€HTIB, SKi IPOXO/ATH TUIAHOBY TMIEPBUHHY OJJHOCTOPOHHIO TOTAJLHY apTPOILIACTUKY
KosiHHOTO cyrinoba», SRSD107-201, Bepcist 4.1 Big 03 sxoBTHs 2025 poky

3asBHHUK, KpaiHa

TOB «®OPTPIA JEBEJIOIIMEHT YKPAIHA»

CnoHcop, kpaiHa

«Cipiyc TepanstoTtikc, [nk.» [Sirius Therapeutics, Inc.], CILIA

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(migmc) (Bnacue im’st [TIPI3BUILE)



Jonatok 13

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIiHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
01.05.2026 Ne 573

Inentudikariist CyTTEBOI MOMPaBKU

OnoBneHu# nMpoTokoi KirHIYHOro BunpoOyBanas MK-7339-013 3 iHKOPIOpPOBaHOIO MOIMPABKOIO
06 Big 25 mortoro 2026 poky, aHTIiHCHKOIO MOBOIO; Ykpaina, MK-7339-013, Indopmamis Ta
JOKYMEHT PO iHPOpMOBaHy 3roy AJis naiienTa, sepcist 1.04 Bix 24 6epes3ns 2026 p., yKkpaiHCbKOIO
MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 80 Big 19.01.2021

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannomizoBane, ToJBiliHE cIine, TUIane00-KOHTpoboBaHe nociimkenHs I ¢a3u mist omiHKm
nemOpounizymady (MK-3475) y noenHaHHi 3 CyIyTHBOIO XIMIOIPOMEHEBOIO TEPAITI€I0 3 MOJAIBITUM
BBEJICHHAM IeMOpoitizymaly 3 omamapubom (MK-7339) ab6o Ge3 HbOTO y MOpPIBHSHHI JIMIIE 3
CYNyTHBOIO XIMIOMPOMEHEBOIO Tepami€l0 B YYacCHHKIB 3 HEIIOJAaBHO J1arHOCTOBAHHUM
JIOKaIi30BaHUM ApiOHOKIITUHHUM pakom JjereniB (JIJPJI)», MK-7339-013, 3 iHKOpropoBaHOIO
nonpaskoro 05 Big 04 kBitHs 2024 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTI0O «MC/I Ykpainay

CnoHcop, KpaiHa

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

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jonatok 14

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’ s
VYkpaiau «IIpo npoBeneHHs KIIIHIYHOTO
BUIIPOOYBaHHS JIIKaPCHKOTO 3ac00y Ta
3aTBEPKEHHS CYTTEBHX ITOTPABOK)
01.05.2026 Ne 573

InenTudikaist CyTTEBOI MOMPABKU

Bpomypa nocninnuka MK-2870/SKB264 (Cauuty3ymabd TupymoTekaH), Buaanus 8 Big 30 ciuHs
2026 pokxy, aHrmuiiicekor0 MoBoO; YkpaiHa, MK-3475-01E, Indopmarmis Ta HOKYMEHT IIpo
iHpopMmoBaHy 3rofy s maimienta, Bepcis 04 Big 23 Gepesns 2026 p., yKpaiHCBKOIO MOBOIO;
3amyuyeHHs 1OAATKOBOIO JIIKAPCHKOTO 3ac0o0y, 110 BUKOPUCTOBYETHCS SIK Iperapar MOpiBHIHHS,
Maxnitakcen-GRY® (Paclitaxel-GRY®), KoHmeHTpaT s po3umHy mis iHdy3id, 6 Mr/mm;
3anyueHHs BHPOOHHKA JiKapchkoro 3aco0y Ilakmitakcen-GRY®, 1o BHKOPUCTOBYETbCS SK
npemapar mopiBHsHHSA: Pharmachemie B.V., Swensweg 5, Haarlem, 2031 GA, Netherlands;
3pa3ok MapKyBaHHA Jikapcbkoro 3aco0y IlakmiTakcen, KOHIEHTpAT [Uisi PO3YMHY  JUIA
iHdy3iit/pnakon, Kit, Bim 10 Bepecus 2024 poxy, aHTIIHCHKOIO Ta YKPAiHCHKOIO MOBAaMH;
3pa3ok MapKyBaHHs Jlikapcbkoro 3aco0y [lakmiTakcen, KOHIIEHTpAT Ui po3uuHy Ais iH]y3ii, Vial,
Bix 10 BepecHs 2024 poKy, aHTIIIHCHKOO Ta YKPATHCHKOIO MOBaMHM; 3pa30K MapKyBaHHS JTIKapChKOTO
3acoby Kap6omnatun, 10 mr/mn, 60 Mi KOHIEHTpaT Ais PO3uMHYy I iHQY3ii/¢akoH,
Outer Package, Bim 16 BepecHs 2025 poky, aHITIHCBKOIO Ta YKpPAiHCHKOI MOBAaMH;
3pa3zok MapKyBaHHs Jlikapchkoro 3aco0y KapOomnatun, 10 mr/mi, 60 M1 KOHIEHTpAT AJIs PO3UUHY
st 1Hdy3id, Immediate Container, Bix 16 BepecHs 2025 poky, aHIIMCHKOIO Ta YKPaiHCHKOIO
MOBaMH; 3pa30K MapKyBaHHS Jikapcbkoro 3aco0y [lakmitakcen, 6 mr/mi, 16,7 M1 KOHIIEHTpAT AJs
po3uuny nns iHy3iit/daakon, Outer Package, Bim 05 rpyans 2025 poky, aHIIIHCBKOIO Ta
YKpaiHChKOIO MOBaMH; 3pa3oK MapKyBaHHS Jikapchkoro 3aco0y I[lakmitakcen, 6 mr/miu, 16,7 mn
KOHLEHTpaT Uil po3unHy i 1HQy3id, Immediate Container, Big 05 rpymns 2025 poky,
AHTTIHACHKOIO Ta YKPATHCHKOIO MOBaMH

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 662 Bin 17.04.2025

Ha3Ba kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta jara

«KEYMAKER-UO1, mignocnimxenus 01E: mapaconskoBe pocmimkerss I ¢ha3u 3 moueproBumu
rpynaMu  JOCHIDKYBaHUX TIpermapariB 3 Ximiorepamiero abo 0e3 Hei y KomOiHamii 3
neMOposisymaboM JUIsl  JIIKYBaHHS y4YaCHUKIB 3 BIEpIIE J1arHOCTOBAaHUM orepadeabHUM
HeapiOHokmiTHHHUM pakoMm nereniB (HJKPJI) cramiii II-IIIB (N2)», MK-3475-01E, Bepcis 3
iHKoprnopoBaHoto nonpaskoio 03 Bix 03 numnus 2025 poky




MPOAOBKEHHS nojaTka 14

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexkeHo10 BianoBiganpHicTIO «MCJI Ykpainay

CnoHncop, kpaiHa

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

B.o. HayaibHMKa @apMaleBTHYHOTO YIIPABJIiHHSA

Ounexcanap I'PIHEHKO

(i amc)

(Bniacte im'st [IPI3BIILLE)



Jomatoxk 15

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
01.05.2026 Ne 573

InenTudikariist CyTTeBOI MOMPaBKU

[TogoBxeHHS TPUBAIOCTI KJIIHIYHOTO BUMPOOYBaHHS B YKpaiHi Ta cBiTi 10 18 mumas 2028 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)



Honatok 16

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIiHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
01.05.2026 Ne 573

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa BHPOOHMKA, BIJIMOBIJAIBHOTO 33 BTOPUHHE MAKyBaHHsS Ta MapKyBaHHS JOCHIKYBaHOTO
nikapcekoro 3acody OCTA C1-INH, a takox BropunHe makyBanHs Tutane6o (NaCl) 3 Clinigen
Clinical Supplies Management GmbH, Himeuunna na Clinigen Clinical Supplies Management,
Benbris

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 1844 Bin 04.11.2024

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«I[IpocnexTrBHe, OaraTolEHTPOBE, paHAOMI30BaHE, MOJBIHHE CIine, IUIaed0-KOHTPOIbOBAHE
NOCTIPKEHHsT 3 TapaienbHuUMU Tpynamu (a3u 3 s OmiHKM e(EeKTUBHOCTI Ta Oe3Me4YHOCTI
BHYTPIIIHFOBEHHOTO BBEACHHs KoHIeHTpary iHribiropa Cl-ecrepasu (C1 INH), Buainenoro 3
JIOACHKOI IUIa3MM, B YYacHUKIB 13 BpojpkeHowo HenoctatHicTio CIl-INH pans nmikyBaHHS Ta
JOTIpoLieIypHOI MPO(IUIAKTUKK TOCTPUX HAMaJiB CHaJKOBOI'O AHTIOHEBPOTHYHOTO HAOPSKY»,
CONE-02, Bepcis 6.0 Big 02 nunus 2025 poky

3asiBHUK, KpaiHa

TOB «IIpem’ep Pecepu Ykpaina»

CnoHncop, kpaiHa

«Oxragapma  @apmanestuka  IIpoxykrionclec  M.6.X»  (Octapharma  Pharmazeutika
Produktionsges.m.b.H.), ABcTpis

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jomatok 17

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
01.05.2026 Ne 573

Inentudikariist CyTTEBOI MOMPaBKU

Jlocke pociimpkyBaHoro jgikapcbkoro 3acooy MT-201 IMPD (Quality — Drug Substance, Quality —
Drug Product), Po3min 2.1.S.7 Stability, Po3ain 2.1.P.8 Stability, pemakuis 1.1 Bix 24 Oepe3Hs
2026 p.; IlomoBkeHHS TEepMiHY NPUAATHOCTI JOCIIKYBAaHOTO JiKapchbkoro 3aco0y MT-201,
100 mr/mi (3 mi / urakoH), po34uH TS iH €KIiN 3 9 10 12 MicsiiB

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 471 Bin 07.04.2026

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«bararonienTpoBe miathopmue mocmikeHHs Il ¢asum 3 ouiHkum Oe3neyHocTi, ePEeKTUBHOCTI,
(hapMaKkoKiHETHYHUX 1 hapMaKOJMHAMIYHUX TTapaMeTpiB MPU 3aCTOCYBAaHHI PI3HUX BUJIIB Teparii B
YYaCHHKIB 13 XBopoOoro KpoHa B akTuBHiN (GopMi 4M BHPa3KOBHM KOJITOM B aKTUBHIH (opmi
(xomoBe mo3HadeHHs: ASCEND-IBD)», MT-100-201, OcHoBHUII HPOTOKOJ KIIHIYHOTO
punpoOyBanHs MT-100-201, ocratouna penakuis 3.0 Bix 16 rpynus 2025 p.; Jdomarok mono
neBHoro BHAy nochimkysaHoi Tepamnii MT-100-201-ISA-MT-201-SOC-PROBECD, octarouna
penaxkiis 1.0 Big 26 rpyans 2025 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOO BIJIIIOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

CnoHcop, kpaiHa

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

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jlomatok 18

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
01.05.2026 Ne 573

Inentudikariist CyTTEBOI MOMPaBKU

VYkpaina, MK-1084-007, Iadopmaiiss Ta JOKyMEHT IpO 1H(POPMOBaHY 3roAy s Talli€HTa,
Bepcia 03 Bix 12 6epesnst 2026 p., ykpaiHcbkoio MOBow; Ykpaina, MK-1084-007, Indopmariist ta
JOKYMEHT Tpo 1H(GOPMOBaHY 3TOAy /Ui MallieHTa Ha HEO0OOB’S3KOBUM OOMEKEHUN CKPHHIHT,
Bepcist 03 Big 12 OGepe3ns 2026 p., YKpaiHCBKOIO MOBOK; BKIIOYCHHSI TOaTKOBOTO MIiCIIs
MIPOBEJICHHS BUIPOOYBaHHS:

No I1.1.B. BiAMOBIMAIEHOTO JOCITITHUKA

/11 HasBa Miciis mpoBeieHHs KJIIIHIYHOTO BUIIPOOYBaHHS

1. | mikap Jlineupka O.I1.

KomyHanbHe HeKoMepliiHe MiInpueMcTBO «KUTOMUPCHKUN OO0JIACHHI OHKOJIOTTUHHIMA
mucniancepy XKuromupcebkoi 00macHol pajy, BiAIICHHS KIIHIYHOT oHKoJIori1, M. XKutomup

Howmep ta nata nakazy MO3 mipo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1433 Big 16.09.2025

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«PangomizoBane, BiIKpuTe, OararoreHTpoBe KiiHiuHe aociimkerss Il ¢aszu mist ominku 6e3nexu
ta edextuBHOCTI MK-1084 y komOiHamii 3 MiJMIKIPHUM BBEACHHSAM meMOposizymMady Ta
Oeparianyponinasu anbpa (MK-3475A) y nopiBusiaHi 3 MK-3475A y xom6iHalii 3 npenaparamu
ximioTeparnii memeTpeKce oM / TNIaTHHO (KapOoIIaTUHOM a00 UCIIIATHHOM) Y SIKOCTI JIKYBaHHS
TePIIOT JHIT YISl YYaCHUKIB 13 PO3MOBCIOPKEHUM 200 METaCTaTUYHUM HETTOCKOKIITHHHUM HJIPJI
13 myTaniero KRAS G12C (KANDLELIT-007)», MK-1084-007, Bepcist 00 Big 27 yepBHsi 2025 poky

3asiBHUK, KpaiHa

ToBapuctso 3 o6mexkeHo10 BianosiganbHIcTIO «MCJl Ykpainay

CnoHcop, KpaiHa

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

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHSA Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BULLLE)



Jlomatok 19

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
01.05.2026 Ne 573

Inentudikariist CyTTEBOI MOMPaBKU

OnoBnenuit npoToko kiiHivHoro nociimkenas EFC18326, 3 monpaskoro 02, Bepcis 1 Bix 28 ciuas
2026 poky; Indopmariist s yyacHUKa JOCTIDKEHHS Ta ¢opma iHPOpMOBaHOT 3rojM, OCTaTOYHA
penakmis 2.0 mis Ykpainu Big 24 6epesns 2026 p., oCTaTOUYHUN NEPEeKyaa 3 aHTIIIMChKOI MOBU Ha
yKpaiHChKy MOBY Bix 25 Oepesns 2026 p.; @opma iHGOPMOBAHOI 3rofM Ha y4acTh y IMporpami
CIIOCTEPE)KEHHSI 3a BariTHICTIO, octarouyHa penakiis 2.0 mist Ykpainu Big 16 mrotoro 2026 p.
OcratouHuii nepekaz 3 aHTIiHChbKOI MOBH Ha YKpaiHChKY MOBY Bif 28 mororo 2026 p.; Martepianu
s nanieHTiB: [ndopmamiiinuii nocrep «Kusere 3 xBopoborw Kpona?», [EFC18326/27 Patient
Poster Version 2.0 18 February 2026 Ukrainian Ukraine], Bepcis 2.0 Bix 18 mororo 2026 poky
(ykpaincekoro MOBOI0); I[H(opmarniiina nuctiBka «Yu BiamoBigaere Bu kputepism ydacti?»,
[EFC18326/27 Patient Leaflet Version 2.0 18 February 2026 Ukrainian Ukraine], Bepcis 2.0 Bix
18 motoro 2026 poky (yKkpaiHCbKOIO MOBOI0); JIMCT-OAsiKa YYacHHUKY JOCIHIiIKCHHS
STARSCAPE-1, [EFC18326 Patient Thank You Letter Version 2.0 18 February
2026 Ukrainian Ukraine], Bepcigs 2.0 Big 18 motoro 2026 poky (yKpaiHCBKOIO MOBOIO);
[Toc16nuk yuacnuka gociimkeHHss STARSCAPE-1, [EFC18326, [TociOHMK ydacHHUKA JOCIIIKEHHS.
Bepcis 4.0, 24 mororo 2026 p., ykpaincbka, Ykpaina], Bepcist 4.0 Bin 24 mrotoro 2026 poky
(YKpaiHCBKOIO MOBOIO)

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 54 Big 15.01.2026

Ha3Ba kniHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta jara

«baraTolieHTpoBE MDKHApOJHE paHIOMI30BaHE TMOABIKHO CIine Iane00-KOHTPOILOBAHE
nocmikenns 111 ¢a3u 3 oriHKM ePeKTUBHOCTI Ta 6e3MeYHOCT] IHAYKLIHHOI Teparmii JyBaKkiTyroM B
YYaCHUKIB 13 CEpelHbOTSDKKUM abo TsHKKUM mepebirom xBopoOu Kpona B akTuBHIM (opmiy,
EFC18326, 3 nompaskoto 01, Bepcist 1 Bix 01 BepecHst 2025 poky

3asBHHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, kpaina

Sanofi-Aventis Recherche & Developpement, France (Canodi-ABenric Pemepin e JleBenonman,
@DpaHitis)

B.o. HayasibHuKka PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(mignuc) (Bnacue im’st [TIPI3BUILLE)



Honatok 20

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIiHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
01.05.2026 Ne 573

Inentudikariist CyTTEBOI MOMPaBKU

OnoBnenu#t npotoko kiiHivHoro nociimkenas EFC18325, 3 monpaskoro 02, Bepcis 1 Bix 13 ciuas
2026 poky; Indopmariist s yyacHUKa JOCTIDKEHHS Ta ¢opma iHPOpMOBaHOT 3rojM, OCTaTOYHA
penakis 2.0 ms Ykpaiau Big 03 6epesns 2026 p., ocTaTOUYHUN NEPEeKIaa 3 aHTIIIMCHKOI MOBU Ha
yKpaiHnceKy MoOBY Bix 17 Oepesns 2026 p.; @opma iHPOPMOBAHOI 3rofM Ha y4acTh y IMporpami
CIIOCTEPE)KEHHSI 3a BariTHICTIO, octarouyHa penakiis 2.0 mist Ykpainu Big 16 mrotoro 2026 p.
OcrarouHuii mepekyaa 3 aHIJIMCbKOI MOBHM Ha YKpaiHChKy MOBY Bing 28 mrotoro 2026 p.;
Marepianu st mamieHTtiB:  [Hopmaniiiauii mocrep <«OKuBeTe 3 BHPa3KOBUM  KOJITOM?»,
[EFC18325/59 Patient Poster Version 2.0 18 February 2026 Ukrainian Ukraine], Bepcist 2.0 Bixg
18 motoro 2026 poky, ykpaiHChKOIO MOBOWO; IHQopmariiina nucriBka «Yu Bignosimaere
Bu  kpurepisim  yuacti?», [EFC18325/59 Patient Leaflet Version 2.0 18  February
2026 Ukrainian Ukraine], Bepcis 2.0 Bix 18 miotoro 2026 pokKy, YyKpaiHCBKOIO MOBOIO;
JIucr-nomsixka yuacHuky pocmimkenHs SUNSCAPE-1, [EFC18325 Patient Thank You Letter
Version 2.0 18 February 2026 Ukrainian Ukraine], Bepcis 2.0 Bimx 18 mrotoro 2026 poky,
yKpaiHchkor0 MoBo0; [lociOHuk yuacHuka pociimkeHHs SUNSCAPE-1, [EFC18325, TlocioHuk
yuacHMKa nociikeHHs. Bepcis 4.0, Bix 24 mortoro 2026 p., ykpaiHcbka, YKpaina], Bepcis 4.0 Big
24 motoro 2026 poky, yKpaiHCEKOIO MOBOIO

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 54 Big 15.01.2026

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta jara

«baraTolieHTpoBE MDKHApOJHE paHIOMI30BaHE TMOABIKHO CIine Iane00-KOHTPOILOBAHE
nocmikenns 111 ¢a3u 3 oriHKM eeKTUBHOCTI Ta Oe3MeYHOCT] 1HAYKIIHHOI Teparlii JyBakiTyroM B
YYaCHUKIB 13 CEpeIHbOTSHKKUM ab0 TSHKKUM IepediroM BHPa3KOBOTO KOJIITY B aKTUBHIA (opmiy,
EFC18325, 3 nompaskoto 01, Bepcist 1 Bix 01 BepecHst 2025 poky

3asBHHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, kpaina

Sanofi-Aventis Recherche & Developpement, France (Canodi-ABenric Pemepin e JleBenonman,
@DpaHitis)

B.o. HayasibHuKka PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(mignuc) (Bnacue im’st [TIPI3BUILLE)



Jomatok 21

110 HaKazy MiHiCTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo nmpoBeneHHs KIiHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
01.05.2026 Ne 573

InenTudikariist CyTTeBOI MOMPaBKU

OHoBieHUN NPOTOKON KIiHiYHOTO nocmimkenHs D740AC00001, Bepcis 2.0 Big 25 mroToro
2026 poky aurmiiicekoro MoBoio; OHoBiena bpomrypa JlocnigHuka 3 mpemapary cypoBaTamir
(AZD0486), Bunanus 2.0, Big 13 motoro 2026 poky aHriichko MOBOMK; [H(opmaris mpo
JOCIIJIKEHHS IJIs1 TOPOCIIMX YYacHHUKIB 1 popma iHpopmoBaHoi 3roau, Bepcis 2.0 Big 27 Oepe3ns
2026 poky aHrmicbkor0 MOBOIO; [HhOpMaIllis Mpo TOCHiHKEHHS IS IOPOCIMX YYaCHUKIB 1 popma
iH(opmoBaHoi 3roau, Bepeis 2.0 Bix 27 6epe3ns 2026 poky ykpaiHChKOI MOBOIO; [H(opmaris Ta
dhopma iHPOPMOBAHOI 3ro/Iu A1 HE0OOB A3KOBOTO JOCTIHKCHHS B ME)Kax 1HII[IaTUBU 3 TCHOMIKH,
Bepcia 2.0 Big 27 kBiTH 2026 poKy aHrmiichkor MoBoIo; IHdopmaris Ta dpopma iHpopmoBaHOi
3TOH JIJIs1 HEOOOB’ I3KOBOT'O JIOCITIJDKEHHS B MEKaX 1HILIATHBY 3 TeHOMIKH, Bepcis 2.0 Big 27 KBITHSA
2026 poky ykpaiHChKOIO MOBOM; JIMCT 1m0 ydacHukiB nocnimxenss, Bepcis 3.0 Big 04 GepesHs
2026 poKy aHIrmiHChKOI MOBOIX; JIMcT 10 yuacHHKIB mociimkeHHs, Bepcis 3.0 Big 04 Oepesss
2026 poKy aHTIIIKHCHKOIO MOBOIO, TMEpPEKIaZeHO Ha YKpaiHCbKy MOBY 26 Oepe3ns 2026 poky;
Bpomypa yuacauka nocmimxenns, Bepcis 2.0 Bix 03 Oepe3nst 2026 poKy aHIIIINHCHKOI0 MOBOIO;
Bpomrypa yuacHuka nocmijpkenHs, Bepcis 2.0 Big 03 Oepe3nst 2026 poky aHIIIHCBKOI0 MOBOIO,
TEepPEeKIIaZIeH0 Ha YKpaiHChbKy MOBY 26 Oepe3ns 2026 poxky; OmmaitH-myOmikamii Bepcisa 2.0 Bin
03 ©Oepe3ns 2026 poxy aHriiiicbkoro MoBoro; OnnaitH-myOmikarii Bepcist 2.0 Big 03 Oepe3Hs
2026 poKy aHIJIIHCHKOIO MOBOIO, MEPEKIaJeHO Ha YKpaiHChbKy MoBY 26 Oepesnst 2026 poky;
ITociGHMK 13 BI3UTIB y Mexax AociikeHHs, Bepcisd 2.0 Bix 04 Gepesns 2026 poky aHIIIHCHKOO
MoBoto; IlociOHuK 13 BI3UTIB y Mexax aociikeHHs, Bepcia 2.0 Bix 04 Oepesns 2026 poxy
aHITIHCHKOI0 MOBOIO, NTEPEKIIACHO Ha YKpaiHCbKy MOBY 26 6epe3Hst 2026 poky

Howmep Ta nata nakazy MO3 npo
MIPOBEACHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1910 Bix 18.12.2025
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Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«Binkpure nociimkenns I ¢a3u st omiHkd 0€3MEYHOCTI, MEPEHOCUMOCTI, (PapMaKOKIHETUKH Ta
(dhapMakoIMHAMIKH TIpermapaTry CypoBaTaMir TicJii BBEISHHS OJHOPA30BOI 3pOCTAIOYOl 03U Ta
MOCTYIOBOTO 30UTBIICHHS 031, TPU3HAYCHOT JOPOCIIUM YYaCHUKAM 3 PEBMATOITHUM apTPUTOM ab0
CUCTEeMHHM 4epBOHUM BoBuakoM», D740AC00001, Bepcist 1.0 Bix 04 uepBHs 2025 poky

3asiBHUK, KpaiHa

TOB «®OPTPIA JEBEJIOIIMEHT YKPAIHA»

CnoHncop, kpaiHa

«Actpa3eneka Aby [AstraZeneca AB], llIBeris

B.o. HayasibHuKka PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(migmuc) (Bnacue im’st [TIPI3BUILIE)



