Hoparok 1

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 54

Has3ga kniHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«baraTolleHTpoBe Mi>KHAapoJHe paH/OMi30BaHe TIO/BIMHO cJjiine T1ale00-KOHTPOIbOBaHe
pocnimkensss III ¢asu 3 omiHKM edeKTUBHOCTI Ta 0e3neyHoCTi MiJTpUMyBaabHOI Teparil
JIYBAKITYyTOM B YUYaCHHKIB i3 cepeIHbOTSHKKUM ab0 TSDKKUM TiepebiroM BHPA3KOBOTO KOJITY B
aKkTUBHIN ¢opmi», koa mocaimkenHs EFC18359, 3 mompaBkoto 01, Bepcis 1 Big 01 BepecHs
2025 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Sanofi-Aventis Recherche & Developpement, France (Canodi-ABenTic Petiepin e /IeBenornMas,
DpaHLis)

[Tepenik foc/ipKyBaHUX JIIKAPCbKUX
3aco0biB sikapcbKa opma,
[I03yBaHHSI, BUPOOHUK, KpaiHa

Oysakityr (SAR447189) / Duvakitug (SAR447189) (SAR447189 / TEV-48574; [yBakityr /
Duvakitug); Po3uuH a1 iH'ekiiiii y monepeHb0 HamoBHeHOMY 1uripuii; 440 mr/ 2,1 ma (210
mr/mi (minirpam/mininitp); Sanofi-Aventis Deutschland GmbH, Himeuunna; PPD Development
Ireland Limited, Ipsnanzis; Sanofi-Aventis Recherche & Developpement, ®@paniiis; Creapharm
Clinical Supplies, ®panris; Almac Clinical Services Limited, Bemukobpuranis; Sanofi US,
CIIIA; Fisher Clinical Services Inc., CIIIA; Fisher Clinical Services Inc., CIITA; Almac
Clinical Services, CIIIA,

[Tnae6o go HdysakiTyr (SAR447189); Po3umH A iH’eKIjii y TornepeAHbO HATlOBHEHOMY
mmpuii; Sanofi-Aventis Deutschland GmbH, Himeuurina; PPD Development Ireland Limited,
Ipnangis; Sanofi-Aventis Recherche & Developpement, ®paniiisi; Creapharm Clinical Supplies,
@panriist; Almac Clinical Services Limited, Benmuko6puranisi; Sanofi US, CIIIA; Fisher Clinical
Services Inc., CIITA; Almac Clinical Services, CIITA

Bignosimanenuii (i) gocaigHuk (1)
Ta Miclie (s1) mpoBeleHHs
BUTIPOOYBaHHS B YKpaiHi

1) nikap binotkau O.Y.

ToeapucTBO 3 o00Me)xeHOrO BiAmnoBiganeHicTIO «EgmenbBeiic  Megike», —creliaiizoBaHe
racTpoeHTepoJIoriuHe BiagisieHH MeAUUHOro LeHTpy, M. Kuis

2) nikap Honens J.T'.

ToBapucTBO 3  00OMeXeHO  BifmoBifganbHicTIO — «Menoya-KniHik»,  creriiamizoBaHe
racTpOeHTEepoJIOTiuHe Biffi/ieHHs JiKyBanbHO-MPOGiaKTUUHOTO —Mipo3Ainy MeauuHoro
LieHTpy, M. Kuis

3) A.M.H., ripod. Penis O.1.

OO6JslacHe KOMYHaJ/TbHE HEKOMePpIIiiiHe miAnpueMcTBo «YepHiBellbKa o0/iacHa KJIiHiUHA JIiKapHs»,
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BifiZlineHHs1 racTpoeHTeposiorii, ByKOBUHCHKUI Jep)KaBHUN MeAUYHUM YHiBepcuTeT, Kadezapa
BHYTPILIHbOI MeJULIMHU, M. UepHiBLji

4) nikap IBanimmn O.b.

«YHiBepcUTeTChbKa JiKapHs» (isis Jep>KaBHOr0 HeKOMepLiHOTO TiAnmpUeMCTBa «JIbBiBChKUM
HalliOHa/TbHUM MeJIUUHWK YHiBepcuTteT iMeHi [laHuna ['anuiibKoOro», TepaneBTUYHE BifJliIeHHS,
M. JIbBIB

5) k.M.H. Jleomk O.B.

ToapucTBO 3 06MexxeHOI0 BifmnoriganbHicTIO «I[TPOT'ACTPO K/ITHIKA», M. JIbBiB

6) 3aB. Bij. Pitko f.9.

KomyHasibHe HEKOMepIliiiHe MiANPUEMCTBO «3akapriaTchbka o0lacHa KITiHiuHa JIiKapHS
imeni Amngpis HoBaka» 3akapraTchbkoi 007acHOI pajiv, TracTPOEHTEpOJIOTiuHe BifiNeHHs,
M. YKropof

7) K.M.H. [leTpuna B.O.

KomyHasibHe HeKoMmepilifiHe TianpuemMcTBo «O0sacHa KiiHiuHA jikapHs IBaHO-®paHKiBCHKOI
o6acHoi pajiu», TaCTPOEHTEPOJIOTiUHe BijiieHHs, M. [BaHO-DpaHKiBChK

8) a.mM.H., npod. [lleBuyk C.B.

«YHiBepcUTeTCbKA  KJIiHiKa»  BIiHHMIBKOrO  Hal[iOHAJIbLHOTO  MEJWUYHOIO  YHIBEPCUTEeTY
iMm. M.I. TluporoBa (/iKyBa/bHO-HaBUa/bHO-HAYKOBUM L|€HTP), TeparieBTUUHEe BiJi/eHHS,
BiHHMLIbKMI HallioHaAbHUKA MeuuHuM yHiBepcuteT iM. M.I. Iluporosa, Kadeapa BHYTpPIlIHbOI
MeIULMHN Ne2, M. BiHHMIIS

9) a.M.H., pod. CtaHiciaBuyk M. A.

KomyHasibHe  HeKOMepIliiiHe  miAnpueMcTBo «BiHHMIbKa 06sacHa  KiiiHiUHa  JTiKapHS
iMm. M.I. TTuporoBa BinHuipKoi o6sacHoi Pagu», OO6nacHWM crierjianizoBaHUN K/TiHIUHWM
racTpOEHTepOJIOTIiUHMM  1leHTp, BiHHWIBKUN  Hal[ioHaMbHUM  MeAWYHUNM  YHiBepCUTeT
iMm. MLIL. [Tuporoga, kadezapa BHyTpilHb0I MeguLMHU Nel, M. BiHHuUIs

10) g.m.H., npod. Baosuuenko B.I.

«YHiBepcuTeTChbKa JiKapHs» (inis Aep>kaBHOrO HeKOMepI[iiHOro miAnpueMcTBa «JIbBiBChKUM
HallioHaNbHUN MeJUUHWM YHiBepcuTeT iMeHi [laHua ['anuibKOTro», TeparieBTUUHe BijlieHHs,
[ep>kaBHe HeKOMepLliiiHe MiANPUEMCTBO «JIbBIBCbKMI HalliOHAbHUKA MeJAUYHUU yHIBepCUTET
imeni [lanuna TanuipbKoro», kadezapa teparii Nel, MeAWuHOI AiarHOCTUKU Ta TemMaToJIOTii i
TpaHcdy3ionorii dhakyabTeTy MicaASAUIIOMHOI OCBiTH, M. JIbBIB

11) k.m.H. Kiznosa H.M.

ToBapucTBOo 3 00OMEXeHOI BiAmoBifanbHiCTIO «LleHTp racTpoeHTeposorii Ta Ji€Tomorii»,
racTpOeHTEepOoJIOTiYHe Bij/iieHHs], M. BiHHULSA

[Tpenapaty MOPiBHSIHHS, BUDOOHUK
Ta KpaiHa
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CynyTHi MaTepianu/mperiapati —
CyTyTHBOI Teparii/fopuguuHa abo
¢izuuHa ocoba, siKa fi€ 3a
[IOBIpeHICTIO, SIKYy HaZlaB CIIOHCOP 4u
3asiBHUK Ha BBE3€HHS
JOCTTiIKyBaHUX JTiKapChKUX 3ac0biB
Ta CYIyTHIX MarTepiasiB

B.o. HauaibHUKa PapMaLeBTUYHOT0 yNPaB/IiHHS Onexkcanap I'PINEHKO
(mignuc) (Bnacse im’st TTPI3BUIIIE)




Hopartok 2

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30POB’S
Ykpainu «I1po npoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MOINPABOK»
15.01.2026 Ne 54

HasBa kniHiyHOTrO BUNpOOYyBaHHH,
KO/I, BepCisi Ta faTa

«bBaraTolieHTpOBe Mi>XKHapoJHe paH/OMi30BaHe TIO/BIMHO cJjime TI1alle60-KOHTPOIbOBaHe
nmocrimkennss 111 ¢a3u 3 orfiHKM e)eKTUBHOCTI Ta Ge3meuHoCTi iHAYKLiWHOT Tepartii JyBakiTyrom
B YUaCHUKIB i3 CepeJHbOTSHKKUM ab0 TSHKKUM Tiepebirom xBopobu KpoHa B akTHBHIl (hopmi»,
Koz nocaimpkeHHs EFC18326, 3 monpaBkoro 01, Bepcist 1 Big 01 BepecHst 2025 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Sanofi-Aventis Recherche & Developpement, France (Canodi-ABenTic Peltiepin e /IeBenornMas,
DpaHLis)

[Tepenik foC/ipKyBaHUX JIIKAPCbKUX
3aco0biB sikapcbKa opma,
[I03yBaHHSI, BUPOOHUK, KpaiHa

Oysakityr (SAR447189) / Duvakitug (SAR447189); (SAR447189 / TEV-48574; Oysakityr /
Duvakitug); po3uuMH a5 iH'eKILili y TiomepeiHbO HarloBHeHoMYy wurpuiji; 440 mr/ 2,1 mn
(210  wmr/ma (mimirpam/mininitp);  Sanofi-Aventis  Deutschland GmbH, HimeyuuHa;
PPD Development Ireland Limited, Ipmanzis; Sanofi-Aventis Recherche & Developpement,
@panuisg; Creapharm  Clinical Supplies, ®panuis; Almac Clinical Services Limited,
Benmukobputanis; Sanofi US, CIIIA; Fisher Clinical Services Inc., CIIIA; Fisher Clinical Services
Inc., CIIIA; Almac Clinical Services, CIIIA;

[Tnae6o mo [ymakityr (SAR447189); po3umH Ans iH'€KIili y mMornepeJHbO HAIIOBHEHOMY
mmpuii; Sanofi-Aventis Deutschland GmbH, Himeuurina; PPD Development Ireland Limited,
Ipnangis; Sanofi-Aventis Recherche & Developpement, ®paniiisi; Creapharm Clinical Supplies,
@panriist; Almac Clinical Services Limited, Benmuko6puranisi; Sanofi US, CIIIA; Fisher Clinical
Services Inc., CIITA; Almac Clinical Services, CIITA

Bignosimanenuii (i) gocaigHuk (1)
Ta Miclie (s1) mpoBeleHHs
BUTNIPOOYBaHHS B YKpaiHi

1) 3aB. Bia. binotkau O.Y.

ToeapucTBO 3 o00Me)xeHOrO BiAmnoBiganeHicTIO «EgmenbBeiic  Megike», creliaiizoBaHe
racTpoeHTepoJIoriuHe BiagisieHH MeAUUHOro LeHTpy, M. Kuis

2) nikap Hdonens J.T'.

ToBapucTBO 3  0OMeXeHO  BifmoBifganbHicTIO — «Menoya-KniHik»,  creriiamizoBaHe
racTpOeHTEepoJIOTiuHe Biffi/ieHHs JiKyBanbHO-MPOGiaKTUUHOTO —Mipo3Ainy MeauuHoro
LieHTpy, M. Kuis

3) A.M.H., ripod. Penis O.1.

Ob6mnacHe KOMyHabHe HeKOMepIiiiHe mignpueMcTBO «UepHiBellbKa 00/1acHa K/TiHIYHA JIiKapHS»,
Bifili/leHHs racTpOeHTepoJiorii, ByKOBUHCHKUI [lep>KaBHUN MeJUUHMI yHiBepcuTeT, Kadezapa
BHYTPILLIHbOI MeJULIMHU, M. YepHiBL{i
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4) nikap IBanimmn O.b.

«YHiBepcUTeTChKa JiikapHsi» (Qinisi [lep)kaBHOr0O HEKOMEPIiHHOTO TirpueMcTBa «JIbBiBChKUM
HalliOHa/TbHUM MeIUUHWK YHiBepcuTteT imMeHi [laHuna ['anuiibKoOro», TepaneBTUUYHE BifJliIeHHS,
M. JIbBIB

5) k.M.H. Jleomk O.B.

ToapucTBO 3 06MexxeHOI0 BifmoBiganbHicTIO «I[TPOT'ACTPO KJ/ITHIKA», M. JIbBiB

6) 3aB. Bif. Pitko f.9.

KomyHasibHe HEKOMepIIiiiHe MiANPUEMCTBO «3akapriaTchbka o0/lacHa KITiHiuHa JIiKapHS
imeni Amngpis HoBaka» 3akapraTchbkoi 00/acHOI pajiv, TracTPOEHTEepOJIOTiuHe BifiNeHHs,
M. YKropof

7) K.M.H. [leTpuna B.O.

KomyHasibHe HeKoMepilifiHe TianpuemMcTBo «O0sacHa KiiHiuHA jikapHs IBaHO-®paHKiBCBKOI
o6acHoi pajiu», TaCTPOEHTEPOJIOTiUHe BifiieHHs, M. [BaHO-DpaHKiBChK

8) a.M.H., npo@. Ilepuyk C.B.

«YHiBepcUTeTCbKA  KJIiHiKa» BiHHMIBKOrO  Hal[iOHAJIbLHOTO  MEJWUYHOIO  YHIBEPCUTEeTY
iMm. M.I. TluporoBa (/iKyBa/bHO-HaBUa/IbHO-HAYKOBUM L|€HTP), TeparieBTUUHe BiJieHHS,
BiHHMLIbKMI HallioHaAbHUKA MeuuHuM yHiBepcuteT iM. M.I. Iluporosa, Kadeapa BHYTpIilIHBOI
MeIULMHN Ne2, M. BiHHMIIS

9) k.m.H. Kiznosa H.M.

ToBaprcTBO 3 00Me)KeHOI BiAmoBiganbHICTIO «IleHTp TracTpoeHTeposiorii Ta /Ii€ToJIOoTii»,
racTpOeHTepoJIOriyHe BiAziseHHs, M. BiHHuULS

10) 3aB. Bij. 360piBCHKMIA S1.M.

KoMyHanbHe HekoMmepriiliHe TignpueMcTBo JIbBiBCbKOI 06siacHOi pasy «JIpBiBchbKka 0bsacHa
KJ/IiHIYHa JiKapHa», Xipypriude BiggineHHs Nel, m. JIbBiB

11) a.m.H., npo¢. CraHicnaBuyk M.A.

KomyHasibHe  HeKOMepIliiiHe  miAnpueMcTBo «BiHHMIbKa o06slacHa  K/IiHiUHA  JTiKapHS
iMm. M.I. TTuporoBa BinHuipKoi o6sacHoi Pagu», OO6nacHWi crierjianizoBaHUN K/TiHIUHUM
racTpOEHTepOJIOTIiUHMM  1leHTp, BiHHWIBKUN  Hal[ioHaMbHUM  MeAWYHUM  YHiBepCUTeT
iM. MLI. [Tuporoga, kadeapa BHyTpiliHb0I MeguLMHU Nel, M. BinHuLs

ITperiapaTy MOPiBHSIHHS, BUPOOHUK —
Ta KpaiHa

CynyTHi MaTepianv/miperiapati —
CYNyTHBOI Teparii/fopuguuHa abo
¢iznuHa ocoba, sika fii€ 3a
JIOBIpPEHICTIO, Ky HaJlaB CIIOHCOP Uy
3asBHUK Ha BBE3€HHS
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JOC/TiIKYBaHUX JTIKapChKUX 3ac00iB
Ta CynyTHIX MaTepiasiB

B.o. HauaibHNUKa @apMaLieBTUYHOT0 YIIPaB/IiHHA Onekcanap I'PIHEHKO
(nmigrmc) (Bnacue im’s TTIPI3BUILIE)




HopnaTok 3

[Jlo Haka3y MiHicTepcTBa OXOPOHHU 30pPOB’S
Ykpainu «I1po npoBefeHHs KIiHIYHHAX
BUTIPOOYBaHb JIiIKapChKUX 3ac0o0iB Ta
3aTBep/’KeHHS CyTTEBUX MTONPaBOK»
15.01.2026 Ne 54

HasBa kniHiyHOTO BUTNPOOYyBaHHS,
KO[I, Bepcis Ta jjara

«bararoljeHTpoBe MDKHapojHe paH/OMi30BaHe TOABiIMHO ciine maleb0-KOHTPOIbOBAHE
nocmimkennss 111 ¢a3u 3 oriHKM edeKTHMBHOCTI Ta 0e3MevyHoCTi MiTpUMyBaabHOI Teparii
JYBAaKITYyrOM B YyUaCHUKIB i3 CepeJHbOTSDKKMM abo TsokkuM repebirom xBopobu Kpona B
akTUBHIN Qopmi», ko gociaimkennss EFC18327, 3 monpaskoto 01, Bepcis 1 Big 01 BepecHsi 2025

POKY

3asiBHUK, KpaiHa

TOB «I[TAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Sanofi-Aventis Recherche & Developpement, France (Canoci-ABeHric Peiepin e /leBenonmas,
®paH1iis)

[Tepestik goCmiAKyBaHUX JIiIKApCbKUX
3acobiB ikapcbka opma,
[103yBaHHsI, BUDOOHUK, KpaiHa

OysakitTyr (SAR447189) (SAR447189 / TEV-48574; [ysakiTyr); Po3uuH pans iH'ekuivi y
rnornepeiHbO  HarloBHeHoOMy  1mmpuii; 440 wmr/2.1 mn  (210mr/mn  (Misirpam/miniiitp);
Sanofi-Aventis Deutschland GmbH, Himeuunna; Sanofi US, CIIIA; PPD Development Ireland
Limited, Ipnanzis; Sanofi-Aventis Recherche & Developpement, ®paHijisi; Creapharm Clinical
Supplies, ®pantiisi; Fisher Clinical Services Inc., CIIIA; Fisher Clinical Services Inc., CIIIA;
Almac Clinical Services, CIIIA; Almac Clinical Services Limited, Besmko6puraHis;

[Tnae6o g0 [Hdysakityr (SAR447189); Po3uuH pns iH'eKUili y TmornepesHbO HATlOBHEHOMY
mmpwuii; Sanofi-Aventis Deutschland GmbH, Himeuunna; Sanofi US, CIIIA; PPD Development
Ireland Limited, Ipmanzis; Sanofi-Aventis Recherche & Developpement, ®panriisi; Creapharm
Clinical Supplies, ®paHtiisi; Fisher Clinical Services Inc., CIIIA; Almac Clinical Services, CIIIA;
Almac Clinical Services Limited, Bennko6puraHis

Bianosiganshuii (i) gocaigHuk (1)
Ta micLe (51) NpoBeZieHHs
BUTIPOOYBaHHS B YKpaiHi

1) 3aB. Biz. binotkau O.Y.

ToBapucTBO 3 o0OMeXeHOW BigmosiganbHicTio «EgnenbBeiic  Megike», —crellianizoBaHe
racTpoeHTepoJIoriyHe BifAineHHs MeaUuHOro LjeHTpy, M. Kuis

2) nikap [doneup I.T'.

ToBapuctBO 3  oOMexeHOW  BifmoBifganbHicTIO — «Menoya-Kninik»,  creliamizoBaHe
racTpOeHTeposIoTiuHe  BiffineHHs JiKyBa/JbHO-TIPOGINaKTUYHOTO Mifpo3Ainy MezauuHoro
LIeHTPY, M. KuiB
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3) A.M.H., ipod. PeniB O.1.

OO6siacHe KOMyHa/lbHe HEKOMepIIiliHe TiANprUeMCTBO «YUepHiBellbKa 00/lacHa KiTiHiUHA JTiKapHs»,
BiJliyieHHs1 racTpoeHTeposorii, BykOBUHCbKUI Jep)KaBHUN MeJUUHUI yHiBepcuTeT, Kadezapa
BHYTPILIHbOI MeJULIMHU, M. UepHiBLji

4) nikap IBanimmn O.b.

«YHiBepcUTeTChbKa JiKapHs» (isis Jep>KaBHOr0 HeKOMepLiHOrO TiAnpueMCTBa «JIbBiBChKU
HalliOHa/TbHUM MeUUHWK YHiBepcuteT imMeHi [lanuna ['anuilibKOro», TepaneBTUUHE BifJlieHHS,
M. JIbBIB

5) k.M.H. Jleommk O.B.

ToapucTBO 3 06MexxeHOI0 BifmnoiganbHicTIO «[TPOT'ACTPO K/ITHIKA», M. JIbBiB

6) 3aB. Bij. Pitko f.9.

KomyHasibHe HEKOMepIliiiHe MiANPUEMCTBO «3akapriaTchbka o00/lacHa KITiHiuHa JIiKapHS
imeni Awngpis HoBaka» 3akapraTcbkoi 007acHOI pajiv, TacTPOEHTEpOJIOTiuHe BifiNeHHs,
M. YKropof

7) K.M.H. [TeTpuna B.O.

KomyHasibHe HeKoMepilifiHe TianpuemMcTBo «O0sacHa KiiHiuHA jikapHs IBaHO-®paHKiBCBKOI
o6acHoi pajiu», TaCTPOEHTEPOJIOTiUHe BijiieHHs, M. [BaHO-DpaHKiBChK

8) a.M.H., npo@. [lepuyk C.B.

«YHiBepcUTeTCbKA KJIiHiKa» BiHHMIBKOrO  Hal[iOHAJILHOTO  MEJWUYHOIO  YHIBEpPCUTEeTY
iMm. M.I. TTuporoBa (/liKyBa/JilbHO- HaBYa/lbHO- HAyKOBWM I1IeHTp), TepaleBTUYHe BiJiseHHs,
BiHHMLIbKMI HallioHaAbHUKA MeuuHuM yHiBepcuteT iM. ML.I. Iluporosa, Kadeapa BHYTpPIllIHBOI
MeIULMHN Ne2, M. BiHHMIIS

9) a.M.H., pod. CtaHiciaBuyk M.A.

KomyHasibHe  HeKOMepIliiiHe  miArnpueMctBo «BiHHMIbKa 06sacHa  K/TiHiUHa — JTiKapHS
iMm. M.I. TTuporoBa BinHuipKoi o6sacHoi Pagu», OO6nacHWM crierfianizoBaHUN K/TiHIUHUM
racTpOEHTepOJIOTIiUHMM  1leHTp, BiHHUIBKUN  Hal[iOoHaMbHUM  MeAWYHUNM  YHiBepCUTeT
iMm. MLIL. [Tuporoga, kadezapa BHyTpilHb0I MeguLMHK Nel, M. BiHHuUIs

10) k.m.H. Kiznosa H.M.

ToBapucTBO 3 00OMEXeHOI BiAmoBifanbHiCTIO «LleHTp racTpoeHTeposorii Ta Ji€Tomorii»,
racTpOeHTepOoJIoTiuHe BiJiieHHs, M. BiHHULS

11) 3aB.Biz. 360piBCchKUi S1.M.

KomyHasibHe HeKoMepIiiiHe TianpuemMcTBo JIbBiBCcbKOI o0siacHOi pagu «JIbBiBCbKa ob/acHa
KJIiHiYHa JiiKapHs», XipypriuHe BigaineHHs Nel, M. JIbBiB

ITperniapaTy MOPiBHSIHHS, BUPOOHUK
Ta KpaiHa

CymnyTHI MaTtepiasu/nipenapaT
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CYMyTHBOI Teparii/fopuguuHa abo
¢bi3nuHa ocoba, sika fi€ 3a
JIOBipEHICTIO, Ky Ha/laB CIIOHCOP Uu
3asIBHMK Ha BBE3€HHS
JOCTiIKYBaHUX JTiKapChKUX 3aCc00iB
Ta CyNyTHIX MaTepiasiB

B.o. HauaibHNMKa @apMaLieBTUYHOT0 YIIPaB/IiHHA Onekcanap I'PIHEHKO
(nmigrmc) (Bnacue im’s TTPI3BUILIE)




HopnaTok 4

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 54

Has3ga kniHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«baraTolleHTpoBe Mi>KHAapoJHe paH/OMi30BaHe TIO/BIMHO cJjiine T1ale00-KOHTPOIbOBaHe
nocnimkenns 11 ¢a3u 3 oLiHK eeKTUBHOCTI Ta Ge3meuHoCTi iHAYKLiWHOT Tepartii fyBakiTyrom
B YYaCHUKIB i3 CepeHbOTSDKKUM ab0 Ts)KKAM Tepe0irom BHPA3KOBOTO KOJTY B aKTHUBHiM
dopmi», kog gocnimpkenHss EFC18325, 3 nonpaskoto 01, Bepcisi 1 Big 01 BepecHsi 2025 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Sanofi-Aventis Recherche & Developpement, France (CaHoci-ABeHTic Perwepin e /leBenonmas,
®DpaHilis)

[Tepeik goC/iIKyBaHUX JTiIKapCbKUAX
3acobiB mikapcbka opma,
[103yBaHHsI, BUDOOHUK, KpaiHa

Oysakityr (SAR447189) (SAR447189 / TEV-48574; [lyBakiTyr); po3uuH Jjs iH'€KLiil y
rornepefiHbO HamoBHeHOMY wmpudi; 440 wmr/2.1 mn (210 wmr/ma  (Misirpam/minimitp);
Sanofi-Aventis Deutschland GmbH, Himeuunna; Sanofi US, CIIIA; PPD Development Ireland
Limited, Ipnanzis; Sanofi-Aventis Recherche & Developpement, ®paHijisi; Creapharm Clinical
Supplies, ®pantiisi; Fisher Clinical Services Inc., CIIIA; Fisher Clinical Services Inc., CIIIA;
Almac Clinical Services, CIIIA; Almac Clinical Services Limited, Bermko6puraHis;

[Mnae6o mo [ymakityr (SAR447189); po3umH s iH'€KIili y mMornepeJHbLO HAIIOBHEHOMY
mmpwuii; Sanofi-Aventis Deutschland GmbH, Himeuunna; Sanofi US, CIIIA; PPD Development
Ireland Limited, Ipnanzis; Sanofi-Aventis Recherche & Developpement, ®paniiis; Creapharm
Clinical Supplies, ®paHntiisi; Fisher Clinical Services Inc., CIIIA; Almac Clinical Services, CIIIA;
Almac Clinical Services Limited, Benuko6puranisi

Bignosimanenuii (i) gocaigHuk (1)
Ta Miclie (s1) mpoBeleHHs
BUTNIPOOYBaHHS B YKpaiHi

1) 3aB. Bia. binotkau O.Y.

ToeapucTBO 3 o00Me)xeHOrO BiAmnoBiganeHicTIO «EgmenbBeiic  Megike», —creliasizoBaHe
racTpoeHTepoJIoriuHe BiagisieHH MeAUUHOro LeHTpy, M. Kuis

2) nikap Honens J.T'.

ToBapucTBO 3  0OMeXeHO  BifmoBifganbHicTIO — «Menoya-KniHik»,  creriiamizoBaHe
racTpOeHTepoJIOTiuHe Biffi/ieHHs J/iKyBaabHO-MPOGiaKTUUHOTO — MiApo3Ainy MeauuHoro
LieHTpy, M. Kuis

3) A.M.H., ipod. Penis O.1.

Ob6mnacHe KOMyHalbHe HeKOMepIjiliHe mignpueMcTBO «UepHiBellbka 00/1acHa K/TiHIYHA JIiKapHS»,
Bifili/leHHs racTpOeHTepoJiorii, ByKOBUHCHKUI [lep>KaBHUN MeJUUHUI yHiBepcuTeT, Kadezapa
BHYTPILLIHbOI MeJULIMHU, M. YepHiBL{i
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4) nikap IBanimmn O.b.

«YHiBepcUTeTChbKa JiKapHs» (isis Jjep>KaBHOr0 HeKOMepLiHOro TiAnmpueMCTBa «JIbBiBChKUA
HalliOHa/TbHUM MeIUUHWK YHiBepcuTteT imMeHi [laHuna ['anuiibKoOro», TepaneBTUUYHE BifJliIeHHS,
M. JIbBIB

5) k.M.H. Jleomk O.B.

ToapucTBO 3 06MexxeHOI0 BifmoBiganbHicTIO «I[TPOT'ACTPO KJ/ITHIKA», M. JIbBiB

6) 3aB. Bif. Pitko f.9.

KomyHasibHe HEKOMepIIiiiHe MiANPUEMCTBO «3akapriaTchbka o0/lacHa KITiHiuHa JIiKapHS
imeni Amngpis HoBaka» 3akapraTchbkoi 00/acHOI pajiv, TracTPOEHTEepOJIOTiuHe BifiNeHHs,
M. YKropof

7) K.M.H. [leTpuna B.O.

KomyHasibHe HeKoMepilifiHe TianpuemMcTBo «O0sacHa KiiHiuHA jikapHs IBaHO-®paHKiBCBKOI
o6acHoi pajiu», TaCTPOEHTEPOJIOTiUHe BifiieHHs, M. [BaHO-DpaHKiBChK

8) a.M.H., npo@. Ilepuyk C.B.

«YHiBepcUTeTCbKA  KJIiHiKa» BiHHMIBKOrO  Hal[iOHAJIbLHOTO  MEJWUYHOIO  YHIBEPCUTEeTY
iMm. M.I. TluporoBa (/iKyBa/bHO-HaBUa/IbHO-HAYKOBUM L|€HTP), TeparieBTUUHe BiJieHHS,
BiHHMLIbKMI HallioHaAbHUKA MeuuHuM yHiBepcuteT iM. M.I. Iluporosa, Kadeapa BHYTpIilIHBOI
MeIULMHN Ne2, M. BiHHMIIS

9) a.M.H., pod. CtaHiciaBuyk M.A.

KomyHasibHe  HeKOMepIliiiHe  miAnpueMcTBo «BiHHMIbKa o06slacHa  K/IiHiUHA  JTiKapHS
iMm. M.I. TTuporoBa BinHuipKoi o6sacHoi Pagu», OO6nacHWi crierjianizoBaHUN K/TiHIUHUM
racTpOEHTepOJIOTIiUHMM  1leHTp, BiHHWIBKUN  Hal[ioHaMbHUM  MeAWYHUM  YHiBepCUTeT
iMm. MLIL. [Tuporoga, kadezapa BHyTpilHb0I MeguLMHU Nel, M. BinHuLs

10) k.m.H. Kiznosa H.M.

ToBapucTBO 3 00OMEXeHOI BiAmoBifanbHiCTIO «LleHTp racTpoeHTeposorii Ta JAi€Tomorii»,
racTpOeHTepOoJIoTiuHe BiJisieHHs, M. BiHHULS

11) a.m.H., npod. BpoBuuenko B.1.

«YHiBepcUTeTChbKa JiKapHs» (isis Jep>KaBHOr0 HeKOMepLiHOro TiAnmpueMCTBa «JIbBiBChKUM
HalliOHa/TbHUM MeJIUUHWM YHiBepcuTteT imMeHi [lanuna ['anuiibKOro», TepaneBTUUYHE Bi/JlieHHS,
Hep>xaBHe HeKOMepLliiiHe TiANPUEMCTBO «JIbBIBCbKMI HalliOHa/IbHUN MeJUYHUI YHiBepCUTEeT
imeni [anuna [anuupbkoro», kadezapa Ttepamii Nel, MeguuHOi AiarHOCTMKM Ta remarosiorii i
TpaHcdy3ionorii GakynbTeTy MicAsSAMIIIOMHOI OCBITH, M. JIbBIB

[Tpenapaty MOpiBHSIHHS, BUDOOHUK | —
Ta KpaiHa

CynyTHi MaTepianu/miperiapati —
CYITyTHBOI Teparii/FopuaudHa abo
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¢isuuHa ocoba, siKa fi€ 3a
[IOBIpeHICTIO, SIKYy HaZlaB CIIOHCOP YU
3asiBHUK Ha BBe3eHHS
JOCTiIKyBaHUX JTiKapChKUX 3ac0biB
Ta CYIyTHIX MarTepiasiB

B.o. HauaibHUKa PapMaLeBTUUHOT0 yNPaB/IiHHS Onexkcanap I'PINEHKO
(mignuc) (Bnacse im’st TTPI3BUIIIE)




HonaTtok 5

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 54

Has3ga kniHiuHOTO BUTIPOOYBaHHH, «Pangomi3oBaHe, 1o/iBikiHe criine, riare60-KOHTPO/IbOBaHe, 6araTorieHTPOBe IOC/TiKeHHS, 1110
KO/, Bepcisi Ta arta CK/aJ]a€TbCSI 3 [BOX YaCTHH, 3 Oe3repepBHUM TepexofioM MiK uacTuHOr A (daza 2) Ta
yactuHoto B (cda3a 3) gns oruiHku edekTrBHOCTI Ta 6Ge3meuHocti miperapaty BIIB059 B
YUaCHMKIB 3 aKTUBHHMM ITi/ITOCTPUM IITKiPHUM UePBOHHMM BOBUYAKOM Ta (a00) XpOHIUYHUM IIKipHUM
YepBOHHUM BOBUAKOM 3 CHCTEMHHMMU MpOsiBaMH abo 0e3 HUX, a TaKOX 3 pedpakTepHicTio Ta (ab0)
HerepeHocuMicTi0 aHTuMassipiniHol Tepanii (AMETHYST)», kox pocnimpkenns 230LE301,
Bepcist 4.0 Big 18 BepecHs1 2024 poky

3asiBHUK, KpaiHa ITignpuemcTso 3 100% iHosemHoro iHBecTHiclo «AVK’FOBIA PZIC YkpaiHa»

CrioHCop, KpaiHa Biogen Idec Research Limited, United Kingdom

[Tepenik gocmimpkyBaHux jikapcekux | Jlitiginimab (BIIB059) (rymanizoBaHi MoOHOK/IOHambHI aHTUTIIa [gGl mpoTu aHTUTEHY
3aco0iB ikapchKa dopma, 2 penaputHUX KmiTWH KpoBi; BIIB0O59-E); po3uwH gjs iH'ekuivi y momnepeiHbO 3ariOBHEHOMY
Jl03yBaHHsI, BUPOOHUK, KpaiHa mwmpui 1,5 mut; 225 mr (150mr/mn); Vetter Pharma-Fertigung GmbH & Co. KG, Germany;

Vetter Pharma-Fertigung GmbH & Co. KG, Germany; Vetter Pharma-Fertigung GmbH & Co.
KG, Germany; Vetter Pharma-Fertigung GmbH & Co. KG, Germany; Biogen MA Inc., USA;
Avista Pharma Solutions, Inc., USA; Fisher Clinical Services UK Limited, United Kingdom;
Fisher Clinical Services Inc., USA; Almac Clinical Services, USA; Almac Clinical Services LLC,
USA; Almac Clinical Services Limited, United Kingdom; Almac Pharma Services (Ireland)
Limited, Ireland; Biogen Netherlands B.V., Netherlands;

[Tnare6o mo BIIB059; po3uuH A/1s iH'€KIili y TIONepeiHbO 3aTiOBHEHOMY mImipuifi; Vetter Pharma-
Fertigung GmbH & Co. KG, Germany; Vetter Pharma-Fertigung GmbH & Co. KG, Germany;
Vetter Pharma-Fertigung GmbH & Co. KG, Germany; Vetter Pharma-Fertigung GmbH & Co.
KG, Germany; Biogen MA Inc., USA; Fisher Clinical Services UK Limited, United Kingdom;
Fisher Clinical Services Inc., USA; Almac Clinical Services, USA; Almac Clinical Services LLC,
USA; Almac Clinical Services Limited, United Kingdom; Almac Pharma Services (Ireland)
Limited, Ireland; Biogen Netherlands B.V., Netherlands

Bignosimansuuii (i) gocaigHuk (1) 1) nikap I'panuak K.I.
Ta MicLe (s1) mpoBe/leHHs ToBapucTBO 3 0OMEXKEHOI0 Bi/MOBifanbHiCTIO «3akapriaTchka EHoK/iHIKa», MeAUuuHUi 1[eHTP
BUTIPOOYBaHHS B YKpaiHi «EHJIOK/iHIK», M. ¥Y>Kropo[

2) nikap Kauyp B.B.
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ToBapucTBO 3 O0OMEXEHOI  BiAMOBifanbHICTIO  «Mi>KHApDOAHUM  IHCTUTYT  KI/TiHIUYHUX
JOCTiKeHb», BIAAi/T  Tepariii, peBMAaTO/IOTiI Ta KapAioJiorii CTalioOHapHOTO BiJJi/IeHHS
MepauuHoro ueHTpy «Ok!KiiHik+», M. Kuis

3) k.M.H. Cuzop H./.

KomyHasbHe mianpueMcTBo «BosMHCbKAa 00JslacHa KiliHiUHA J1iKapHs» BoJMHCBKOI 06/1acHOT
pajiv, peBMaTOJIOTiUHe BifineHHs1, M. JIyLbK

4) pupekrop Ilyrau M.M.

ToBaprcTBO 3 00MeEXeHOIO BifmnoBigambHicTI0O «Meguunuii 11eHTp «APTEC MEIIKYM»,
JIIKYBa/IbHO-/IlarHOCTUYHE BiAziseHHs, M. KuiB

5) K.M.H. TkaueHko M.B.

KomyHasibHe mifgnpuemMctBo «IlosTaBchKa o61acHa KiiHiuHa jtikapHs iM. M.B. CkitihocoBChKOTO
[TonTaBCchbKOI 006/1acHOI pazy», O0/acHUM MiKyBa/IbHO-/[iarHOCTUYHUM PEBMATOJIOTiUHUM TeHTp,
M. [TonraBa

6) nikap 3si0uenko M.T'.

[IpyBaTHe Mane MiANPUEMCTBO, MeAWUHUU ULeHTp «[lyabC», TepameBTHYHe BiJ/iNeHHS,
M. BiHHULIA

7) O.M.H., ipo¢. CtanicnaBuyk M.A.

KomyHasibHe  HeKOMepIliiiHe miArpueMcTBo  «BiHHMIbKa 06slacHa  K/TiHiUHAa  JTiKapHS
im. M.I. TuporoBa Binumiupkoi obmacHoi Pagu», BucokocnewianizoBanuii kiiHiunwmii LleHTp
peBMaroJiorii, ocTeoropo3dy Ta OiosoriuHoi Teparii, BiHHUIBKWI Hal[iOHaTbHUN MeJuYHUN
yHiBepcureT im. M.I. TTuporoBa, kadezpa BHyTpiliHb01 MeauLiiHU Nel, M. BiHHu1s

8) 3aB. BigainenHs Kynuk A.B.

KomMyHanbHe HekoMepliiliHe mianpuemMcTBo «Uepkacbka obsiacHa sikapHs YepkacbKoi 06s1acHOT
paau», KapJiopeBMaToJIOTiuHe BifmineHHs, M. YUepkacu

9) A.M.H., npod. AuumumH P.1.

KomyHasibHe HeKoMepilifiHe TmianpuemMcTBo «O0sacHa KiiHiuHa jikapHs IBaHO-®paHKiBCBKOI
obnacHoi pasu», ILEHTP Kap/ioJiorii, peBMaToO/Orii Ta iHTEpPBEeHLIWHOI MeJULIUHH,
IBaHO-PpaHKiBCbKWIM HalliOHa/JIbHUW MeJWYHUN YHiBepcuTeT, KadeJpa BHYTPIIHbOI MeJULIMHUA
Nel, kniHiuHOI iMyHosOTii Ta anepronorii im. akagemika €.M. Helika, M. [BaHO-®PpaHKIBCbK

10) g.m.H., npod. CmisH C.1.

KoMyHanbHe HeKOMepLiliHe MiANPUEMCTBO «TepHoMisibcbka o06acHa KiiHiUHA JHiKapHsSI»
TepHominbcbKoi 06/1acHOI pajiy, peBMaTosioriuHe BiagineHHs, TepHOMIMBCHKUN Hal[iOHATbHUN
MenuuHuid yHiBepcuteT imeHi 1.51. 'opbaueBcbkoro MiHicTepcTBa OXOPOHM 3710pPOB'st YKpaiHH,
Kadezpa BHYTPillIHLOI MeauIIMHU Ne2, M. TepHoMib

[Tpenapaty MOPiBHSIHHS, BUDOOHUK
Ta KpaiHa
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CynyTHi MaTepianu/mperiapati —
CyTyTHBOI Teparii/fopuguuHa abo
¢izuuHa ocoba, siKa fi€ 3a
[IOBIpeHICTIO, SIKYy HaZlaB CIIOHCOP 4u
3asiBHUK Ha BBE3€HHS
JOCTTiIKyBaHUX JTiKapChKUX 3ac0biB
Ta CYIyTHIX MarTepiasiB

B.o. HauaibHUKa PapMaLeBTUYHOT0 yNPaB/IiHHS Onexkcanap I'PINEHKO
(mignuc) (Bnacse im’st TTPI3BUIIIE)




HonaTtok 6

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 54

Has3ga kniHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«MaiicTep-TipoToKO/ 7151 eHKopadeHiOy / OiHiMeTiHiOy: BifKpuTe MOC/TiIKEHHS TOJA/BIIOTO
MKyBaHHSI TIALli€HTIB, yyacTb SKMX Y K/IHIYHMX JOC/Ti/PKeHHSIX eHKopadeHiOy / OiHiMeTiHiOy
TpUBaE

Binkpure [ocmifykeHHSI 3 TIOZOBXKEHHSM [OCTYIy [0 JIIKyBaHHSI YYaCHUKIB JOC/i’)KeHb
eHkopadeHiOy Ta OiHimeTiHiOy 3a mpoTokosamu C4221016 i C4221023», Ko [JOCTiIKeHHs
(C4221026, ocrarouHa Bepcis, IlonpaBka 1 Bix 25 BepecHsi 2024 p.; C4221016C/C4221023C,
OCTaTOYHA Bepcid Bif 25 nvctomnazaa 2024 p.

3asgBHUK, KpaiHa

I[1aiizep Iuk. (Pfizer Inc.), CIITA

CrioHCOp, KpaiHa

[Ndatizep Iuk. (Pfizer Inc.), CIITA

[Tepenik gocmimKyBaHUX
MiKapCchbKUX 3aco0iB ylikapchKa
dopma, 03yBaHHSI, BUPOOHUK,
KpaiHa

BRAFTOVI® (PF-07263896; 1269440-17-6; 1L.GX818; encorafenib (eHkopadenib); karicysu;
75 mr; Ardena US, LLC, USA; Solvias AG, Switzerland; Pfizer Ireland Pharmaceutical Unlimited
Company, Ipnangis; Pfizer Limited, UK; Almac Clinical Services Ltd., United Kingdom;
Fisher Clinical Services GmbH, Germany; Fisher Clinical Services U.K. Limited, United
Kingdom; Fisher Clinical Services GmbH, Switzerland; Almac Clinical Services LLC., CIIA;
Fisher Clinical Services Inc., United States; Pfizer Inc., USA; Eumedica NV, Belgium;
MEKTOVI® (PF-06811462; 606143-89-9; MEK162; binimetinib (6iniMeTiHi0); Tabnetku; 15 mr;
Pfizer Ireland Pharmaceutical Unlimited Company, Ipnanzis; Pfizer Limited, UK; Almac Clinical
Services Ltd., United Kingdom; Fisher Clinical Services GmbH, Germany; Fisher Clinical
Services U.K. Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Almac
Clinical Services LLC., CIIIA; Fisher Clinical Services Inc., United States; Pfizer Inc., USA;
Eumedica NV, Belgium

Bignosimanshuii (i) gocaigHuk (1)
Ta MicLe (s1) mpoBe/leHHs
BUTIPOOYBaHHS B YKpaiHi

1) A.M.H., npod. Ayaniuenko O.C.

HepxaBHa ycraHOBa «IHCTUTYT 3arajbHOI Ta HeBiAkaagHOI Xipyprii imeni B.T. 3aliueBa
HaujionanbHoi akaziemil MeAWUYHUX HayK YKpaiHW», BiajiseHHs XipypriuHux iHdekiiyi Ta
YCK/IaZiJHEHOI OHKOJIOTIYHOI IaTosIorii Ha 25 JIDKOK 3 MajsaTor IHTeHCUMBHOI Teparlii Ha 6 JIDKOK,
M. XapKiB

[Tpenapaty MOpiBHSIHHS, BUDOOHUK
Ta KpaiHa

CynyTHi MaTepianu/miperiapatv

KowmnaHis, sKa i€ 3a JOBIPEeHICTIO, 1110 HaJlaB CIIOHCOP Y 3asiBHMK Ha BBE3€HHS JOC/Ii)KYBaHUX
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CYMyTHBOI Teparii/fopuguuHa abo
¢bi3nuHa ocoba, sika fi€ 3a
JIOBIpPEHICTIO, Ky Ha/laB CIIOHCOP
UM 3asBHUK Ha BBE3€HHS
JOCTI/PKYyBaHUX JIIKAPChbKUX
3aco0iB Ta CynyTHiX MarTepiasiB

MKapChbKUX 3aco0iB Ta cymyTHixX MatepianiB — TOB «C.M.O. - YkpaiHa», TOB «CMO - I'PYTI
YkpaiHa»

B.o. HauaibHNMKa @apMaLieBTUYHOT0 YIIPaB/IiHHA Onekcanap I'PIHEHKO

(nmigrmc) (Bnacue im’s TTPI3BUILIE)



Hoparok 7

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 54

InenTudikallis CyTTeBOI MONpaBKU

Onosnena bpomrypa gocnignvka (RM-1929 / ASP-1929 Photoimmunotherapy), Bepcisi 19.0 Bix
19 mucromaga 2025 p., aHrmiiicekkoro MoBoto; IHdopMartiiiauii muctok i ¢opma iHdopmoBaHOT
3ro/l¥ Ha yuacTb Yy KJiHiYHOMY AocmiifkeHHi, Bepcig 6.1 Big 02 rpyans 2025 p. aHT/ilCBKOKO Ta
YKpaiHCbKOIO MOBaMu; 3a/iyueHHsl [0JJaTKOBOro BUPOOHMKa JiKapchkoro 3aco0y IlucriiaTuH
KOHL|eHTpAaT [/1s1 pO3urHy AJis iHGy3ili 1 Mr/mi, 1110 BUKOPHUCTOBYEThCS SIK TMpernapaT MOpiBHIHHS:
Accord Healthcare Single Member S.A., I'peris; 64th Km National Road Athens Lamia,
Schimatari, 320 09, I'perisi; 3anyueHHs ZOAATKOBOr0 BUPOOHUKA JiKapCchKOro 3aco0y Llucrinatux
KOHI[eHTpAT /151 PO3UrHy s iHGy3iti 1 Mr/M, 1110 BUKOPHUCTOBYEThCS sIK TIperapaT IMOopiBHIHHS:
Intas Pharmaceutical Limited, Ingisi Plot No5 To 14, Pharmez, Near Village Matoda National
Highway No.8a Sarkhej-Balva, Sanand, Ahmedabad, 382213, Iuzis; 3o00pakeHHS eKpaHY
KepiBHHMLITBA 3 3allOBHEHHS efleKTpoHHOro onutyBanbHUKa eCOA Study Screen Report — Tablet
Training, Bepcid 1.0 Big 30 smnHsa 2024 p., yKpaiHCbKOK MOBOKO

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1596 Big 20.10.2025

HasBa kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«baraToueHTpOBe, paH0Mi30BaHe, BifKpuTe AocaifpkeHHs 3 ga3u dpoTtoimyHoTepamnii ASP-1929 y
KoMOiHarfii 3 mem0OposisaymaboM y TMOpiBHsAHHI 3i CTaH/@pPTHOI Teparier i mepioi JiHii
JIIKYBaHHs TAL[i€HTIB 3 IJIOCKOK/IITUHHUM JIOKOpPeriOHa/JbHUM peliuIUBYIOUUM PakOM T0JIOBU Ta
i (TTKPT'IIT) 6e3 BigmaneHux MetactasiB», ASP-1929-381, nmonpaeka 2 Bij 28 6epesns 2025 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 06MeKeHO0 BifnosiganeHicTI0 «BIOPACI YKPATHA»

CnoHcop, KpaiHa

PakyteH Megikes, IHk., CIIIA (Rakuten Medical, Inc., USA)

B.o. HauasibHUKa PapMaLeBTUYHOT0 yNIPaB/IiHHS Onexkcanap I'PINEHKO

(migrmc) (Bnacue im’s TTPI3BUIIIE)



HopaTtok 8

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX

BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta

3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 54

InenTudikallis CyTTeBOI MONpaBKU

Bpourypa pgocnighuvka bensytudan (MK-6482), Buganns 13 Big 28 skoBtHs 2025 poky,
aHTJIiiCbKOI0 MOBOIO; YKpaiHa, MK-6482-005, Tndbopmaiiis Ta 1oKyMeHT npo iHhOpMOBaHY 3rofy
J1s manienTa, Bepcis 2.06 Big 02 rpyans 2025 p., yKpalHCbKOH MOBORO

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 767 Big 02.04.2020

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«Bigkpure, panzpomizoBaHe gocnifpkeHHsi 3 da3u miperiapaty MK-6482 B rmopiBHSIHHI 3
rperapaToM eBepoJiiMyC y YYaCHMKIB 3 TIOLUMPEHUM HHUPKOBO-K/IITUHHUM DPakoM, SIKUK
nporpecyBaB Iicisg nornepefaHsoi PD-1/L1 ta VEGF-tapretHol Tepamii», MK-6482-005, 3
IHKOpPNopoBaHOH 1nornpaBkoro 10 Bij 22 cepnHsi 2025 poky

3asBHUK, KpaiHa

ToBapHuCTBO 3 00MeXXeHO0 BiznoBifanbHicTI0O « MCJT YKpaiHa»

CrioHCOp, KpaiHa

TOB Mepk lapn e Joym, CIIIA (Merck Sharp & Dohme LLC, USA)

B.o. HauanbHNKa PapManeBTUYHOI0 YNIPaB/IiHHA Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)




HonaTok 9

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 54

InenTudikallis CyTTeBOI MONpaBKU

Bbpomypa pocnigauka no npenapaty BGF MDI, BFF MDI, BD MDI, GP MDI, Bepcia 12.0 Bif
21 nucronaza 2025 poKy aHTJIiACHEKOI0 MOBOMO; 30inbllieHHsI KiTBKOCTI AOCTiAKyBaHUX 3 213 710
238 pns BK/IIOUEHHsSI y KiiHiuHe BUMpoOyBaHHS B YKpaiHi; 3asyueHHs [JOJAaTKOBOTO MiCLis
TIPOBE/IEHHS K/TiHIYHOTO BUMPOOYBaHHSI:

Ne [1.I.b. BigmIOBiiA/ILHOTO AOC/TIJHUKA
/1 Ha3sBa Miclist ipoBe/ieHHs1 KJIiHIYHOTO BUIIPOOYBaHHS

1. | nikap Jauko M.I.
ToBapucTBO 3 o0OMexeHOI BifnosigansHicTio «HEMPOME/l», Meanuunuii 1LjeHTp
«HEVIPOME[l», niKyBa/bHO-TIPO(iNIAKTUYHUH MiIPO3/in, M. Y Kropos,

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 1397 Big 08.08.2024

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«Panziomi3oBaHe, no/BitiHe cire, 6araToleHTpoBe AocimkeHHs da3u 11 y nmapanensHUX rpymnax
JUTsl OLIIHKYA e(eKTUBHOCTI [[030BaHOrO iHransaTopy Oy/ecoHimy, raikoripoHito Ta dhopmoTreposty
(dymapaTy BiIHOCHO [J030BaHOTO iHra/iATOPY TJKOMipoHito i popmoTepony hymapary Ha cepiieBo-
JlereHeBi HACJIIKM y XBOpUX Ha XpOHiuHe 0OCTpyKTHBHe 3axBoptoBaHHS jiereHb (THARROS)»,
D5989C00001, Bepcis 2.0 Big 28 ciung 2024 poky

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

B.o. HauaibHUKa PapMaLeBTUYHOT0 yIIPaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



HopaTok 10

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX

BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta

3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 54

InenTudikallis CyTTeBOI MONpaBKU

Bpourypa gocnignvka: KarXT, BMS-986510 (Kcanomenin + Tpocmito xnopupa), Kcanomesnin
(BMS-986519), Tpocnito xnopug (BMS-986520), Bepcis 13 Bix 15 cepnusa 2025 p.; Kaptka
Hara/lyBaHHs npo Bi3uT, Bepcisi 1.0 Big 04 kBiTHs 2025p. mnsa Ykpainu [BMS - ADAGIO -
Appointment Reminder Card - 04-APR-2025- Ukrainian (Ukraine) - V1.0], ykpaiHCbKOIO MOBOIO;
IHdopMariiiiauii MCcTOK 0ocobu, 1o 37ilicHioe gorssia, Bepcist 1.0 Big 24 kBitHa 2025p. ans
Yxpaiau [BMS - ADAGIO-2 - CN012-0024 - Caregiver Fact Sheet - 24-APR-2025- Ukrainian
(Ukraine) - V1.0], ykpaiHcbkoro MOBOrO; OCHOBHI MOMeHTH (opMu iHpOpPMOBaHOI 3ro/iy, Bepcisi
1.0 Big, 04 uepBHs 2025p. Ans Ykpainu [BMS - ADAGIO-2 - CN012-0024 - IC Flip
Chart -04-JUN-2025 - Ukrainian (Ukraine) - V1.0], ykpaiHcbKot0 MOBOI0; JIUCT Bif focsigHuKa 10
MOTEHLIIMHOTO yuaCcHWKa AocmiimkeHHs, Bepcis 1.0 Big 24 kBiTHs 2025p. asis Ykpainu [BMS -
ADAGIO-2 - CN012-0024 - PI to Patient Participant Letter - 24-APR-2025- Ukrainian (Ukraine) -
V1.0], ykpaiHcbkoro MoBoto; IToctep jyis HabOpy Y4acHUKIB y mociimkeHHs, Bepcis 1.0 Big 25
kBiTHS 2025p. asia Ykpainu [BMS - ADAGIO-2 - CN012-0024- Recruitment Poster - Europe - 25-
APR-2025 - Ukrainian (Ukraine) - V1.0], ykpaiHcbkoio MmoBow; Bykser i3 BCTyIHORO
indopmatiero npo gocnaimkeHHs, Bepcisa 1.0 Big 25 kBiTHs 2025p. ans Ykpainu [BMS - ADAGIO-
2 - CNO012-0024 - Study Intro Trifold - Europe - 25- APR-2025- Ukrainian (Ukraine) - V1.0],
YKpalHCbKOK MOBOIO; IlnaHyBanbHUK 3anuciB i Bi3utiB, Bepcis 1.0 Big 16 uepBHsa 2025p. ps
Yxpaiau [BMS - ADAGIO-2 - CN012-0024- UYS Book and Visit Planner - Europe - 16-JUN-
2025 - Ukrainian (Ukraine) - V1.0], ykpaiHCbKOIO MOBOIO; BK/IOUeHHs [0[aTKOBUX MiCLlb
TIPOBE/IEHHS K/TiHIYHOTO BUMPOOYBaHHSI:

No [1.I.b. BiAnOBia/ILHOTO AOC/IIJHHAKA

/11 HasBa MiclLisi ipoBe/ieHHsI KJIiHIYHOTO BUMPOOYBaHHS

1. | g.M.H. Mopo3 C.M.

KomyHanbHe mifnpueMcTBo «/IHimporieTpoBchka OaraTompodisibHa KiliHiuHa JiiKapHs 3
Ha/laHHS  TICMXiaTpUuHOi  AomoMorw»  JIHIMporeTpoBCcbKOi  00/1lacHOI  paju»,
TICUXOHEBPOJIOTiuHe BififiieHHs (mcuxocoMaTiuHui 11eHTp) NelO, M. JIHinpo

2. | nikap Bpy6sieBcobka I.B.

KomMyHanbHe HeKoMeplliiHe MignpueMcTBO «KJTiHIYHWM 3aK/iaj 3 HaJlaHHSI ICUXiaTPUYHOL
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pornomoru «[ICUXIATPIfI»« BukoHaBuoro oprany KuiBcbkoi Michkoi pagu (KuiBcbkol
MiCbKOI iep>kaBHOI ajiMiHicTpariii), CrierjianizoBaHuii MiApo3/ia 3 HaJlaHHS TICUXiaTPUYHOL
poriomoru. IlcuxiatpuuHe BigginenHss Ne30, KuiBcbka o6sacTb, DacTiBCHKHI paioH,
cMmr. ['ieBaxa

3. | nikap 3inbbep6saT I'.M.

KomyHanbHe HekomepriiHe mignpuemMctBo KuiBcbkoi obmacHoi pagu  «O6smacHe
TICUXiaTPUYHO-HAPKOJIOTiuHe MeAuyHe 00 €aHaHHs», YosoBiue BiagineHHs NelO, >xiHoue
BigzisenHs No2, KuiBcbka 006/1acTh, ®acTiBChbKHM paiioH, cMT. ['y1eBaxa

4. | p.m.H. Onps €.B.

KomyHanbHe HeKomepililiHe MignIpueMcTBO «OziecbKui 00/IacHUA MeAWYHUN 1[eHTP
TICUXIYHOTO 3710pOB si» OfecbKoi 06/1acHOI pajy, BiloKpeM/IeHni CTPYKTYPHUM TTiPO3Aia
Ne3, Biginennast Ne36, Opecbka 061actb, Ofecbkuii p-H, c. OsekcaHipiBKa

5. | nikap KaunHceka B.T.

KomyHasibHe HEKOMePIIiiiHe MiZIIPUEMCTBO «XMeTbHUIIBKUIM 00/1aCHUM 3aK/a/| 3 Ha/laHHS
TICUXiaTPUYHOI Z0TIOMOTH» XMeJTbHUIBKOT 06/1acHOl paju, 1-itie BigaisieHHs Ha 50 TiKOK-
YOJ/IOBiUe, 3araJbHOTNCUXiaTPUUHE /I AOPOC/IUX, XMe/TbHUIbKA 00/1., XMeJTbHUIBKUH P-
H, cesio CKapyKUHL

Howmep Ta gara Hakazy MO3 mipo
MPOBeJeHHS K/TIHIYHOTO
BUNPOOYBaHHS

Ne 1910 Big 18.12.2025

Hasga kiiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta fara

«PaHgomi3oBaHe, moABiliHO-C/iMe, MUIal[e00-KOHTPO/ILOBaHe AOCTiMKeHHs 3-i  ¢a3u, 110
MIPOBOJIUTHCS Y Tapajie/ibHUX Tpyrnax 3 BUBUEHHS e(eKTUBHOCTI Ta Oe3MeuHOCTi IperapariB
KarXT + KarX-EC pans mikyBaHHSI akKMTallil 1MoB’si3aHoi 3 XxBopobOoro Asbireiimepa (ADAGIO-
2)», CNO012-0024, opuriHanbHAK TPOTOKOJ Bif 21 yirotoro 2025 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YKpaiHa»

CnoHcop, KpaiHa

ToBapucTBO 3 HeoOMeXXeHOH BifinoBiganbHicTiO BpicTrosn-Matiepc CkBi66 Cepgices, Ipsanzis

B.o. HauasibHUKa PapMaLeBTUUHOT0 yNIPaB/IiHHS Onexkcanap I'PINEHKO

(migrmc) (Bnacue im’s ITPI3BULLE)



Hopatok 11

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 54

InenTudikallis CyTTeBOI MONpaBKU

OnoBnenui Ilporokon kmiHiuHoro BumpoOyBanHsi CT-P53 3.1, Bepcis 3.0 Bix 17 smumcTomaza
2025 poky, aHrmincbkor MoBow; bpoirypa mocnignuka CT-P53, Bepcia 3.0 Big 13 nucronaga
2025 poky, aHIJilcbKO MoBOR; IHdopmatiis ansa mauieHta i Popma iHdopmoBaHOI 3roay,
OcHoBHe focnigpkeHHs, Bepcisi 6.0 Bifg 26 nucronaza 2025 poky, A1 YKpaiHM, aHI/IIMCBKOIO Ta
yKpaiHCbKOH0 MOBaMH, Ha OCHOBi Maiictep-Bepcii IHdopmatiii gia nanienta i ®I3 aHrnilicbkoro
MOBORO, Bepcid 4.0 Bix 19 mucronazma 2025 poky

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 2080 Big 07.12.2023

HasBa kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«®Paza 1/3, nopgiiiHe crine, paHJOMi30BaHe, 3 aKTUBHUM KOHTpPOJIEM, y TapajefbHUX Tpyrax
JOC/TiIKeHHsT [71s1 TIOPiBHSIHHS e(peKTUBHOCTI, (hapMaKOKiHETHKH, apMaKOAWHAMIKU Ta Oe3reKku
npernapaty CT-P53 i npernapaty OkKpeByC y Malji€HTIB 3 peljuuBYHOUYO-PEMITYIOUMM PO3CITHUM
cknepo3om», CT-P53 3.1, Bepcist 2.4 Bix 17 6epe3nst 2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIUVIOPATOPI MEICIH», YKpaiHa

CnoHcop, KpaiHa

CEJUUITPIOH, Iuk., Pecriy6sika Kopes (ITiezenna Kopest) / CELLTRION, Inc., Republic of Korea
(South Korea)

B.o. HauanbHNKa PapMaLeBTUYHOI0 YNIPaB/IiHHA Onekcanap I'PIHEHKO

(nigruc) (Bnacue im’s TIPI3BUIIIE)




HopnaTok 12

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 54

InenTudikallis CyTTeBOI MONpaBKU

Bpourypa gocnignvka: KarXT, BMS-986510 (Kcanomenin + Tpocmito xnopupa), Kcanomesnin
(BMS-986519), Tpocnito xnopug (BMS-986520), Bepcis 13 Big 15 cepnas 2025 p.;
KapTka HaragyBaHHs nipo Bi3uT, Bepcisi 1.0 Big 04 kBiTHs 2025p. g5 Ykpainu [BMS - ADAGIO -
Appointment Reminder Card - 04-APR-2025- Ukrainian (Ukraine) - V1.0], ykpaiHCbKOIO MOBOIO;
BK/TIOUeHHST I0ZIaTKOBUX MiCI[b TTPOBEZIEHHSI K/TiHIYHOT0 BUIPOOYBaHHSI:

Ne [1.1.b. BignoBiasbHOrO AOC/IIIHUKA

/1 Ha3Ba Mmiclisg TpoBe/ieHHs KJIiHIYHOTO BUITPOOYBAHHS

1. | m.m.H. Mopo3 C.M.
KomyHanbHe mianpueMcTBo «/IHirporneTpoBcbka OararorpodisbHa KiiHiUHA JIiKapHS 3
HaZlaHHA  TICMXiaTpUuHOI  JoromMoru»  JIHirporeTpoBcbkoi — obmacHOI  pajan»,
TICMXOHEBPOJIOTiuHe BifineHHs (mcuxocoMaTtuyHuu 1eHTp) NelO, M. JIHinpo
2. | nikap Bpy6neeceka I.B.
KomyHansHe HekoMepLiliHe TiANpUeEMCTBO «KTiHIUHMM 3aK/1aj 3 HaJlaHHS TICUXiaTPUUHOT
ponomoru «I[ICUXIATPIS»« BukoHaBuoro opraHy KuiBcbkoi Micbkoi pagu (KuiBcbkoi
MICBKOI iep>kaBHOI agMiHicTpalii), CreLjiasizoBaHui MiJpO3A4iJa 3 HalAHHS MICUXiaTPUYHOT
poriomoru. Ilcuxiatpuune BiggineHHsi Ne30, KuiBcbka o6actb, dacTiBCbKHM paiioH,
cMT. I'1eBaxa

3. | nmikap 3ine6epOsiat I'.M.

KomyHanbHe HekomepriliHe mignpueMcTBo KwuiBcbkoi o6sacHoi paau  «ObsacHe
TICUXiaTPUYHO-HAPKOJIOTiuHe MeJuuHe 00 €QHAHHs», YosoBiue BifzineHHss NelO, >xiHoue
BigzienHs No2, KuiBcbka 06/1acTh, PacTiBCchbKU paiioH, cMT. ['ieBaxa

4. | p.M.H. Onps €.B.

KomyHanbHe HekomepijiliHe MiAnpueMcTBO «OfeCchbKUil 00/1aCHUN MeJUUHUN LIeHTP
TICUXIYHOTO 3710poB si» Ofiecbkoi 061acHOT pasiy, BiJOKpeM/IeHUI CTPYKTYPHHUM ITiIpO3is
Ne3, Bigzinennst Ne36, Onecbka 061acth, Ofecbkuii p-H, c. OyiekcaH/ipiBKa

5. | nikap KauvHceka B.T.
KomyHa/ibHe HeKOMepLIiiiHe MiANPUEMCTBO «XMe/TbHULILKUM 00/1aCHUMN 3aK/iafl 3 HalaHHS

TICUXiaTPUYHOI OTIOMOTM» XMeTbHHIIBKOI 00/1acHO1 paju, 1-11e BifgineHHs Ha 50 TiKOK-
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YyoJIoBiue, 3arajbHOTICUXiaTpUuHe [/Isi AOPOCINX , XMeabHUIbKa 00/1., XMeJIbHUL[bKUNA
p-H, cesio CKapyKUHIT

Howmep Ta gata Hakazy MO3 mipo
TPOBe/IeHHs KJIIHIYHOr O
BUTIPOOYBaHHS

Ne 1910 Big 18.12.2025

Ha3sBa kstiHiuHOTO BUIPOOYBaHHS,
KOZ, Bepcis Ta fata

«Bigkpure mo0BXKeHe mAoCiKeHHS 3-1 a3 3 OIfiHKM /JOBTOCTPOKOBOi 0e3rneyHocTi Ta
niepeHocumocTi TiperapaTiB KarXT + KarX-EC s jlikyBaHHs aXuTallii 1MOB’si3aHOT 3 XBOPOOOI0
Anbureiivepa (ADAGIO-3)», CN012-0025, opuriHajibHUK POTOKOJ Bif 24 atotoro 2025 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xejic YKpaiHa»

CnoHcop, KpaiHa

ToBapucTBO 3 HeOOMeXeHOI0 BifmoBifanpHicTIO bpicTon-Matiepc CkBib6 Cepsices, Ipianzis

B.o. HauaibHUKa PapMaLeBTUUHOT0 yNPaB/IiHHSA Onexkcanap I'PINEHKO

(mignuc) (Bnacse im’st TTPI3BUIIIE)



HopaTok 13

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 54

ImenTudikallis CyTTEBOI TOMPaBKK | 3MiHa Ha3BU MiCLisl TIPOBe/IeHHs KJIiHIYHOTO BUMPOOYBaHHS:

BYJIO CTAJIO
3aB. Big. [lynera 1.P. nikap Ilynera [0.®.
«BonmuHCchKa obslacHa KiiHiUHa JlikapHsi», | KoMyHanmbHe — MiATPUEMCTBO  «BoOJIMHCBKA
xipypriuHe (eHZOKpPWHHOI i abmomiHa/mBHOI | 0O/acHa KiIiHIYHA JIiKapHS»  BOIMHCHKOI
maTosiorii) Biffi/ieHHsT 3 TPOKTOJIOTIYHMMHM | oO/acHOi  pajad, XipypriuHe  BiagineHHs
JIDKKaMu, M. JIyLipK aboMiHa/bHOT, €HZOKPUHHOI TIaToJIoTii Ta
KOJIOTIPOKTOJIOTi1, M. JIyIIbK
3MiHa MicClisg TpOBe/IeHHsT K/TiHIYHOTO BUMPOOYBaHHS:

BYJIO CTAJIO
I.M.H., ipod. [leBuyk C.B. I.M.H., ipoc. [IleBuyk C.B.
KrniHika  HayKOBO-ZIOC/IIJHOTO  IHCTUTYTY | «YHIBepCUTETCbKAa KiiHiKa»  BiHHUI[BKOrO
peabiniTariii oci6 3 iHBa/miAHICTIO (HaBUa/JIbHO- | HAI[iOHA/ILHOTO ~ MEAWYHOTO  YHiBEPCUTETY
HayKOBO-/TiKyBa/lbHUI Komriiekc) | imeni M.I. TTuporoga (J1ikyBanbHO-HaBYaIbHO-
BiHHUMIIPKOrO  HAlLliOHAJILHOTO ~ MEJWYHOIO | HAYKOBUM L|€HTp), TeparieBTUUHEe BiJJisleHHS,
yHiBepcuteTy imeHi M.I. Iluporosa, Bigzin | BiHHULIbKMI HallioHaTbHUM MeIUUHUI
Xipyprii, BiHHULIbKMI HallioHa/sibHUM | yHiBepcuTeT iMmeHi M.I. ITuporosa, kadenpa
MezuuHui yHiBepcuteT iMeHi M.I. TluporoBa, | BHyTpiliHbOI MeguLMHUA Ne2, M. BiHHUIIS
Kadenpa  BHyTpilIHbOI  MeguLMHH  No2,
M. BiHHUIIS
K.M.H. Kizyosa H.M. K.M.H. Kiznosa H.M.
KomyHasibHe HeKOMepIiiiiHe mignmpueMcTBO | ToBapuCTBO 3 0OMEXXEHOK BiJTIOBi/Ja/IbHICTHO
«BinHuipKa obmacHa  KiiHiuHa  JlikapHs | «LIeHTp TacTpoeHTeposiorii Ta [i€ToJorii»,
iMm. M.I. Tluporoea BiHHMIBKOI 00/1aCHOI | TaCTPOEHTEPOJIOTiUHE BifiieHHs, M. BiHHMILIS
pagu», OO6sacHUi BHCOKOCTeLliaTi30BaHUH
K/IiHIYHUM ~ TaCTPOeHTepOJIoOTiUHUN  LIeHTp,
M. BiHHuLg
3aB. Bigau1. Kupuuenko O.B. nikap Kvpuuenko O.B.
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KuiBcbka KiiHIYHA JIiKapHS Ha 3a/li3HUYHOMY

racTpoeHTepoJioriuHe BifzaiseHHs, M. Kuis

TpaHcropTi Ne2  dinii  «lleHTp oxoponu | TpaHcropTi Ne2 dinii  «lleHTp o0xOpoHU
30pOB’ s1» aKL[iIOHEPHOT O TOBApUCTBA | 340POB’s» aKL[iOHEPHOT O TOBApUCTBa
«YKpalHCbKa 3aUTi3HULIA», | «YKpalHCbKa 3ajli3HUL», LeHTP KIIiHIYHUX

KuiBcbka KiliHIYHA JIiKapHS Ha 3a/i3HUYHOMY

Jociimkenb, M. KuiB

Howmep Ta gara Hakasy MO3 npo
NpOBe/leHHsI KJIIHIYHOT 0
BUIIPOOYBaHHS

Ne 341 Big 26.02.2018

Ha3Ba kiHiuHOrO BUNIPOOYBaHHS,
KO[|, BepCisd Ta jara

«bararorieHTpoBe, paHZOMi30BaHe, TO/BiliHe crire, Tialle00-KOHTPOIbOBaHe 52-TH)KHEBe
JIOCJTi/DKeHHsI TiATpUMYOUoi Ta BiIKpUTOI TIPOZIOB)KeHOI Tepariii /i OL[iHKA e(peKTUBHOCTI Ta
Ge3rneyHocTi picaHkizymaby y maijieHTiB 3 xBopoboto Kpona», M16-000, 3 iHKOpPHOpoBaHUMU
agMiHiCTpaTUBHUMU 3MiHamu 1, 2, 4, 6, 7, 8, 9 Ta nornpaBkamu 1, 2, 3, 4, 5, 6, 7, 8, 9, 10, 10.1 ta
11 Big 04 rpyanst 2024 poky

3asiBHUK, KpaiHa

«E066Bi BiodapmaceroTikan3 'M6X», I1IBeiiiiapist

CrioHCOp, KpaiHa

AbbVie Inc., USA

B.o. HauaibHNMKa @apMaLieBTUYHOI0 YIIPaB/IiHHA

Onekcanap I'PIHEHKO

(Bnacue im’s TTIPI3BUILIE)

(nmigrmuc)



Hopartox 14

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 54

InenTudikallis CyTTeBOI MONpaBKU

[Iporokon kniHiuHOro pociigpkenHss X4P-001-110, Bepcis 4.0 Bix 05 >xoBTHaA 2025 Ppoky,
aHTJIICbKOI0 MOBOIO; [{0oChE AOCIiKyBaHOTO JiKapchKoro 3acoby maBopukcadop (X4P-001),
Bepcisi 10.1 Big 23 >xoBTHA 2025 pOKy, aHIJIIWCHKOIO MOBOIO; 3roZia Ha yuyacTb y K/iHiUHOMY
nocmipkenHi, Bepcis 4.0 Big 15 >koBTHs 2025 p. yKpaiHCBKOIO MOBOO; 3rofila 0aThKiB Ha y4acThb
JWTVMHU Y KIHIYHOMY JociifkeHHi, Bepcis 4.0 Bix 15 >koBTHA 2025 p. yKpaiHCBKOKO MOBOIO;
Indopmariisi Ta popma iHpopmMoOBaHOI 3ro/[ HEMOBHOJITHBOI AUTHHU BiKOoM 14-17 pokiB, Bepcisi
4.0 Big 15 >xkoBTHs 2025 p. yKpaiHCcbKol0 MOBORO; [H(opMaLlis po JoC/i/pKeHHs AJis1 AiTel BikoM
12-13 pokiB, Bepcist 4.0 Big 15 »koBTHs1 2025 p. yKpaiHCbKOIO MOBOIO; [HpopMaLiiinuii muct asis
BariTHOI y4acHHL]i/IapTHepKU Ta (popma iHpopmoBaHOi 3roau, Bepcisi 4.0 Bif 15 >xoBTHA 2025p.
YKPaiHCbKOK MOBOIO

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 1397 Big 08.08.2024

HasBa kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta ziara

«PaHgomi3oBaHe, mofBiliHe cJiimie, TIIalle00-KOHTPO/IbOBAaHe, 0araToIieHTPOBe JOC/IiPKeHHS
MaBopukcadopy da3u III cepes y4yacHUKIB 3 BPO/PKEHUMH Ta HAOYTUMHM TepBUHHUMU
ayTOIMyHHHMH Ta i/lioNaTUYHUMH XPOHIYHMMH HeHUTPOIIeHiUHUMHM p03JiaZlaMHy, 1110 CTPaXK/]al0Th Ha
peLAKBYIOUi Ta/abo cepiiosHi iHbekIii», X4P-001-110, Bepcis 3.0 Big 10 srotoro 2025 p.

3asiBHUK, KpaiHa

HOBOTEK KJ/IIHIKAJI PICBOY (KIITP) JIIMITE/, Kinp

CnoHcop, KpaiHa

X4 Pharmaceuticals, Inc., USA / Ikc4 ®apmacskroTikans, Ink., CIITA

B.o. HauaibHUKa PapMaLeBTUUHOT0 yIIPaB/IiHHS Onexkcanap I'PINEHKO

(migrmc) (Bnacue im’s TTPI3BUIIIE)




Honmatok 15
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 54

InenTudikallis CyTTEBOI MOMpPaBKU

3MiHa Ha3BM MiCLisi POBe/ieHHsI K/IiHIUHOr0 BUITPOOYBaHHS:

BifisieHHs1, M. 3aropixoKs

BYJIO CTAJIO
K.M.H. Uepke3 A.M. K.M.H. Uepke3 A.M.
KomyHaneHe HekoMepLjifiHe MignpueMcTBO | KoMyHanbHe HeKOMepLjiliHe —TiJIIPUEMCTBO
«3amnopi3bka objacHa KiiHiUHA JliKapHS» | «3aropi3bka oOsacHa  KIiHiuHA — JHiKapHsSI»
3aropispkoi 06sacHOi pazu, HeBposoriuHe | 3amopi3pkoi  o0sacHOi  paau,  BiffieHHs

iHTepBeHLIiIHOI HEeBPOJIOTil, M. 3anOopiXUKs

MiHicTepcTBa OXOPOHM 370pPOB’S YKpaiHW»,
BiJiliIeHHss HeBposiorii Ta peabimitarii 3
LlenTpom Teparii 60710, M. [THINpO

3MiHa BIJMOBifA/BHOTO [JOCHAIAHMKA Ta 3MiHa Has3BU MICLUd TIPOBeJeHHS KJIHIYHOrO
BUTIPOOYBaHHS:

BYJIO CTAJIO
Jikap 3axapoBa JI.A. K.M.H. Mopo3 O.M.
[Hep>xaBHa yCTaHOoBa «YKpaiHceKul | [lepkaBHa yCTaHOBa «YKpalHCbKUH
Jlep’)KaBHUM ~ HAYKOBO-JOC/IiJHUM  IHCTUTYT | Jep)KaBHHUM  HAayKOBO-JOC/AIJHUM  iHCTUTYT
Me/IMKO-COIlia/TbHUX ~Tpo0ieM  iHBa/MiJHOCTi | MeJUKO-COLia/lbHUX TMpoO/ieM  iHBasliZIHOCTI

MiHicTepcTBa OXOpPOHM 3[0POB’S YKpalHW»,
BifminieHHss HeBpoJiorii 3 LleHTpom po3cisgHOro
CK/1epo3y, M. [IHirnpo

Howmep Ta gara Hakazy MO3 1ipo
TpOBeieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 2072 Big 10.12.2024

Ha3Ba k/iHiuHOTO BUTIPOOYBaHHS,
KO/, BepCisi Ta ara

«Bigkpure, OaraTorieHTpOBe, [0/aTKOBe [OC/i/KEHHs [jiss OI[iHKW CIPUMHATTS TIAlliEHTOM
¢hi3MyHOrO BIUIMBY DO3CISTHOrO CK/Iepo3y Ta HaJjaHHs TOJaJbIIOro JOCTYIy [0 OKperi3ymMaldy
narfieHTaM 3 PO3CiSTHUM CKJIEPO30M, SIKi paHille Opasy yuacTb y AOC/iPKEHHSX, CTIOHCOPOBAaHUX
KomraHi€ro «/[)keHeHTek» Ta/abo «®.XodhdmanH-JIs Poru JITa» Ta, sIKi He MarOTh JJOCTYITHOCTI 10
MporpaMu ZOCTYITY Mic/Is KiHiuHoro BUunpoOyBaHHs», MN45053, Bepcist 5 Bij 09 TpaBHs 2025 p.

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMEXKEHOI0 BifnoBifampHICTIO «Polil YKpaiHa»

CrioHCOp, KpaiHa

@.Xodbdmans-JIs Pou JITa, [Belitiapis

B.o. HauanbHNKa PapManeBTHYHOI0 YNIPaB/IiHHA

Onexkcanap I'PINEHKO




MPOAOBXKEeHHA JojaTka 13
(migrmc) (Bnacue im’s TTIPI3BULLIE)



HonaTok 16

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 54

ImenTudikaliist CyTTeBOI TOTIpaBKK | BK/IIOUEHHs I0JATKOBUX MiCIlb MPOBe/IeHHs K/iHIUHOTO BUMIPOOYBaHHS:
Ne [1.I.b. BignoBizfasbHOro AOC/IIIHUKA
/1 Ha3Ba Miclis TpoBe/ieHHs K/TiHIYHOTO BUITPOOYBAHHS
1. | A.M.H., npod. Pycun A.B.
KoMyHanbHe HekoMepLjiiiHe MiANPUEMCTBO «3aKapnaTChbKUW MPOTUMYXIUHHUM LI€HTP»
3akaprartchbKoi 0671acHOl pajiv, XiMioTepareBTHUHe BifiJlifieHHs], M. Y Kropo/
2. | K.M.H. Maresceka O.B.

ToBaprcTtBO 3 oOMexeHoro BigmoBiganeHicTIO «BIT  MEIIKAJI», OHKOJIOTiUHE
BiginenHs, M. BiHHuLg

Howmep ta gara Hakazy MO3 mipo Ne 2147 Bin 25.12.2024
TNpOBe/leHHs KJIIHIYHOT 0

BUTIPOOYBaHHS

Has3ga kniniuHoro unpobyBanHsi, | «[lozBiiiHe ciiinie, paHJoMi30BaHe, KOHTPObOBaHe aKTUBHUM TperapaToM AoCimkeHHs da3u 3,

KO/I, BepCisi Ta faTa sIKe TIPOBOJSTH Y Tlapasie/IbHUX TPyTIaxX [ijist MOPiBHSAHHS e(eKTUBHOCTI Ta 6e3revHoCTi rnperapariB
CT-P51 Ta Kitpyzna B koMm0iHarlii 3 ximioTepari€ro mpernapaTamMy IJIaTUHU i MeMeTpeKce oM y
TMAaIfieHTiB i3 MeTaCTaTUUHUM HeIJIOCKOK/TITHHHHUM HeZpiOHOK/TiITHHHUM PaKOM JiereHb, sIKi paHilie
He oTpuMyBayv aiKyBaHHsa», CT-P51 3.1, Bepcis 2.0 Big 14 nmucronaga 2024 p.

3asiBHUK, KpaiHa TOB «Cineoc Xenc YKpaiHa»

CrioHcop, KpaiHa CEJUITPIOH Iuk., Pecriyb6ika Kopes [Celltrion, Inc., Republic of Korea]

B.o. HauasibHUKA PapMaLeBTUUHOT0 yIIPaB/IiHHS Onexkcanap I'PINEHKO

(migrmc) (Bnacue im’s ITIPI3BULLE)



HopaTtok 17

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 54

InenTudikallis CyTTeBOI MONpaBKU

Bpomrypa gocnigauka ans miperiapaty Guselkumab/ T'ycenbkymab (CNTO1959 (guselkumab),
BuziaHHA 17 Big 29 ceprins 2025 poky; locke AOC/iKyBaHOTO JliKapchbKoro 3acoby Guselkumab/
I'ycenbkymab (CNTO1959 (guselkumab): Module 3: Quality — IMPD: Drug Substance, S-section
Chemistry, Manufacturing, and Control, Bepcis 7.0 Big 11 naunnHs 2025 poky; dopma
iHpopMoBaHOI 3roAW Ha MpoOBeJeHHs 12-MiCSYHOTO CIOCTepPeXXeHHS 3a [JUTHHOI Tmicisa il
HapogpkeHHs1, Bepcis 1.0 Big 30 BepecHst 2025 p. Ha ocHOBI MaricTep-Bepcii @13 BariTHOI yyacHHULI
K/IiHIiYHOrO fociimpkeHHs, Bepcis 1.1 Bix 16 BepecHs 2025 p., yKpaiHCBKOIO Ta POCIHCBKOMO
MOBaMHU

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1962 Big 29.10.2018

Has3ga kiHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«PaHgomi3oBaHe, TMoOABiliHe citirte, TIalle00-KOHTPOIBOBAHE Ta 3 AKTUBHUM KOHTPOJIEM,
OaraToreHTpOBe JOCTi/PKeHHs (ha3u 2/3, 1[0 IPOBOAUTHCS Y Tlapasie/IbHUX TPyTax 3 MeTOH OL[iHKU
edeKTUBHOCTI Ta Oe3MeuHOCTi rycebKyMaly y maijieHTiB i3 xBopoboro KpoHa B akTuBHiIH (ha3i Bif
cepeHbOr0 10 BaXXKOro cryreHs TsoKKocTi», CNTO1959CRD3001, 3 noripaBkoro 5 Bif, 12 murHsg
2022 poky

3asBHUK, KpaiHa

TOB «I[TAPEKCEJI YkpaiHa»

CrioHCOp, KpaiHa

Janssen Pharmaceutica NV, Belgium / flnccen @apmaueBtruka HB, Besnbris

B.o. HauanbHNKa PapManeBTUYHOI0 YNIPaB/IiHHA Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)




HopaTok 18

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 54

InenTudikallis CyTTeBOI MONpaBKU

OHoB/eHuii TIPOTOKOJ KiiHiuHOro BUmnpoOyBaHHs MK-1084-012 3 iHKOPIIOPOBaHO MOMPABKOIO
02 Big 07 nmuctomnaza 2025 poKy, aHITiHCEKOK MOBOW; OHoBieHuH po3zin P.8 CtabibHICTD /st
Tab/1eTOK, BKpUTHX TUTiBKOBOK 000/0HKOK (FCT) [Jocke moc/ipKyBaHOTO JIiIKapChbKOTO 3aco0y
MK-1084, Bepcisi 08ZJZN, Big 11 mucronaga 2025 poKy, aHI/IiMCBKOIO MOBOR; ITof0B)KeHHs
TepMiHy TPHUJATHOCTI JOC/i/PKyBaHOTO JiKapchkoro 3acoby MK-1084, TabneTkd, BKpUTi
niBkoBoro 060/0HKo0 (FCT), mo 25 mr ta 50 mr fio 24 micsijiB

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1104 Big 11.07.2025 y pepaxuii Hakazy MO3 Ykpainu Ne 1271 Bizg 11.08.2025

HasBa kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«PaHgomi3oBaHe, BizkpuTe, OararorjeHTpoBe KiiHiuHe gocmimkeHHs III ¢asu g  OLiHKK
Oe3neuHocTi Ta edektuBHOcTi MK-1084, nerykcumadby Tta cxemu mFOLFOX6 mopiBHsHO 3i
cxemoro MFOLFOX6 3 mopaBaHHsiM GeBar3ymMaby abo 6e3 HbOro B SIKOCTi mepiuoi JiiHii Teparii
JUI  YYaCHUKIiB 3 JIOKAQJbHO DO3MOBCIO/KEHUM HeorepabesibHUM —ab0  MeTacTaTUYHUM
KonopekTasibHuM pakoM 3 wMyTtalielo  KRAS G12C (mocnimkenHs KANDLELIT-012)»,
MK-1084-012, Bepcis 01 Big 01 TpaBHs 2025 poky

3asiBHUK, KpaiHa

ToBapurcTBO 3 06MeXKeHOr0 BifnoBifampHicTIO «MCJ/I YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Ilapn eng Joym, CITA (Merck Sharp & Dohme LLC, USA)

B.o. HauaibHUKa PapMaLeBTUYHOT0 yIIPaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)




HopaTok 19

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 54

InenTudikallis CyTTeBOI MONpaBKU

[Mpotokon kniHiuHoro pocnaimkeHHs J1I-MC-GZBO, Bepcisi (e) Big 15 xoBTHa 2025 poky,
aHriicbKor MoBOw; Komriektr matepianiB /st nauieHTiB: [TouaTkoBuii mocibHuk «IIporpama
370poB’s i Gmaromosyyuusi», Bepcisi 1 Big 24 mumus 2025 poky ykpaiHChKor0 MoBoro (Welcome-
Guide_Master_v1_24Jul2025_UA-UK); 7-meHHa mnporpama TMOKpalljeHHs CHY, Bepcig 1 Bij
29 numnHsa 2025 pokKy yKpaiHCbKOK MOBOHO (7-Days-to-Better-Sleep_Master_v1_29Jul2025_UA-
UK); 7-neHHa nporpaMa Oinbiiioi akTUBHOCTI, Bepcist 1 Big 24 numnHs 2025 poKy yKpaiHCHKORO
MoBowo (7-Days-of-Moving-More_Master_v1_24Jul2025_UA-UK); 7 #HiB ymnpaB/iHHSI CTpecom,
Bepcis 1 Big 24 nunHa 2025 poky yKpaiHCbKOo MoBow (7-Days-of-Managing-Stress-
DG_Master_v1_24Jul2025_UA-UK); 7 aHiB 340pOBOro CHifKyBaHHS, Bepcisi 1 Big 24 nurHs
2025 poky ykpaiHcbKoro MoBoro (7-Days-of-Healthy-Connections_Master_v1_24Jul2025_UA-
UK); Jluct 3 oHOBeHOI iH(opMmalli€lo npo AochifkeHHs, Bepcis 2 Bifg 21 nunHa 2025 poky
yKkpaiHcbkoro MoBoto (GZBO_Study-Update-Letter-Participant_Master_v2_21Jul2025_UA-UK)

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 513 Big 21.03.2025

HasBa kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«PaHgomi3oBaHe, To/BiliHe cJiiTie, IJ1arjeb60-KOHTPO/IbOBaHe, TI0/[iHO-0piEHTOBaHe JOC/IiPKeHHS
da3u 3 A7 BUBUEHHS BIUIMBY PeTAaTPyTHAY Ha YacTOTY BUHUKHEHHs 3HAaUHUX HECIIPUSTIUBUX
SBMII] 3 OOKY CeprieBO-CyJMHHOI CUCTEMM Ta HUPOK Y TAL{i€HTIB 3 iHAeKCOM MacH Tifa > 27 Kr/m’
Ta aTePOCK/IEPOTUYHUM CEpPIIeBO-CY/IMHHUM 3aXBOPIOBaHHSM i/ab0 XPOHIUHHMM 3aXBOPIOBAaHHAM
HUPOK», J1I-MC-GZBO, Bepcis (d) Big 21 6epe3nsi 2025 poky

3asBHUK, KpaiHa

«Eni Jlinni Boctok CAy, [TIBeliiapis

CrioHCOp, KpaiHa

Eni JTinni eng Kommnani, CIITA / Eli Lilly and Company, USA

B.o. HauanbHNKa PapMaLeBTUYHOI0 YNIPaB/IiHHA Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HopaTok 20

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 54

InenTudikallis CyTTeBOI MONpaBKU

3MiHa Ha3BM MiCIIsl MPOBe/IeHHs K/TiHIYHOTO BUTTPOOYBaHHS:

bBYJIO CTAJIO
3aB. Bii. MeybHUK Y.I. nikap MenpHuK Y.1.
KomyHanbHe HekoMmepLiiiHe mignpueMcTBo | KomyHanbHe HeKOMepLiiliHe —TiATPUEMCTBO

«KuiBCcbka MicbKa KiiHIiyHa JrikapHa Ne9»
BUKOHABYOro opraHy KuiBCBKOI MiCBKOI paju
(KuiBchKoi MichbKoi ZiepkKaBHOI afiMiHicTpariii),
remaroJioriyde BiggisieHHs Nel, m. Kuis

«KuiBcbka Micbka KiiHiyHa JikapHa Ne7»
BUKOHABYOro opraHy KuiBCBKOI MiCBKOI paju
(KuiBceKOl MiCBKOI fiepykaBHOI afMiHicTpariil),
JlikyBa/ibHUM ~ TAPO3AiT A1 HaJAHHS
MeJUYHOI JOIOMOI'Y [OPOC/JIOMY HAaCe/IeHHIO
(Pinis Ne?), remaronoriune BigpineHHs1 Nel,
M. Kuis

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 1966 Big 15.09.2021

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,

«Jocnimkennss 11 ¢asm oninku edektuBHocTi Ta 6Ge3meunHocti MK-1026 y marjieHTiB 3

KO/I, BepCisi Ta fjaTa reMaTo/IOTIYHUMHU  3JIOSIKICHUMM ~ 3axBoproBaHHsamMu», MK-1026-003, 3 iHKOpPIOpOBaHO
nioripaBkoro 09 Biz 21 cepnHs 2025 poky

3asiBHUK, KpaiHa ToBapucTBO 3 00MeXXeHO0 BinoBifanbHicTI0O « MC/I YKpaiHa»

CrnioHcop, KpaiHa TOB Mepk Ilapn eng Joym, CITA (Merck Sharp & Dohme LLC, USA)

B.o. HauaibHUKa PapMaLeBTUYHOT0 yIIPaB/IiHHS Onexkcanap I'PINEHKO

(miparmc)

(Bnacue im’s TTPI3BUIIIE)




HopaTok 21

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 54

InenTudikallis CyTTeBOI MONpaBKU

3any4eHHs! 0/IaATKOBOT'O MiClisi TPOBe/IeHHST K/TiHIYHOTO BUMPOOYBaHHSI:
Ne [1.I.b. BignoBizfasbHOro AOC/IIIHUKA
/1 Ha3Ba Miclis TpoBe/ieHHs K/TiHIYHOTO BUITPOOYBAHHS
1. | nikap Honeup ..
ToBapuctBo 3 00OMeXXeHOHW  BiAmoBizanpHicTIO  «Menoya-KniHik», miKyBasbHO-
npodinakTHYHUM mifpo3ais MeauuHoro eHTpy, M. Kuis

Howmep ta gara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 1104 Big 11.07.2025

HasBa kiHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta zara

«bararorieHTpoBe, B TmMapasesibHUX Tpymnax, paHAOMi30BaHe, TOABilHe cJirne, rmae6o
KOHTPOJ/IbOBaHe JI0C/iKeHHs1 ¢asu 2b, 11j0 MpoBOAUTLCA Y 4 Tpymax BIPOAOBXK 24-X TWXKHIB Jist
ouLiHku edekTuBHOCTI Ta Oe3nekn AZD6793 y dopmi TabneTok cepefi AOPOC/IWX YYaCHUKIB 3
XPOHIUHUM OOCTPYKTHUBHUM 3aXBOPIOBAHHSIM JIereHb Bifl CepeHhOTO [0 Ay>Ke TSHKKOTO CTYTIeHIO
(PRESTO)», D7860C00006, Bepcist 1.0 Big 19 6epesns 2025 poky

3asBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CrioHCOp, KpaiHa

AstraZeneca AB, Sweden

B.o. HauanbHNKa PapMaLeBTUYHOI0 YNIPaB/IiHHA Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HopnaTok 22

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 54

InenTudikallis CyTTeBOI MONpaBKU

Ykpaina, MK-3475-U01, mniagocnimpkenns MK-3475-01A, Indopmaiiis Ta [JOKyMeHT TIpo
inbopmoBaHy 3rofy Asis matjieHTta, Bepcig 01 Big 01 rpygus 2025 p., yKpaiHCBKOIO MOBOIO;
InenTudikariiiHa KapTKa y4yacHUKA K/IiHIYHOTO JOC/iI)KeHHs, /711 YKpaiHu yKpaiHChbKOK MOBOIO,
Bepcist 2.0_00_00 Big 05 uepBHsi 2024 p.; [TocibHuk 3 iHdopMmalii€ro Ajsi yuacHUKA KIiHIYHOTO
JIOCJIi/DKeHHSI CTOCOBHO iHTepCTHUL{ialbHOTO 3axBoproBaHHS JereHb (I3JI) / mHeBMOHITY
[MaTputymab gepykcrekan HER3-DXd, Bepcis 4.0 Big 6epe3nsi 2025 poKy, yKpaiHChKOK MOBOIO

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1832 Big 02.12.2025

HasBa kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«KEYMAKER-UO1, OcHoBHe Aoc/ipkeHHs: TTapacoyibkoBe gociimkeHHs I/11 ¢a3 3 nmouepropumu
rpyraMu JI0C/Ii/KyBaHUX TperapariB, meM0OpostizymaboM Ta XimioTeparii€ro, sk MOHOTepartist abo
y CKnaji KoMOiHallili TpemapaTiB, B yUaCHHUKIB 3 He/IpiOHOK/IITHHHUM pakoM JiereHiB (HIKPJT)»;
«KEYMAKER-UO01, miggocnimkenss: 01A: napaconbkoBe pocmimkeHHs I/I1 ¢a3 3 noueproBumu
rpyramMu JOCTiPKyBaHUX Tperaparis, 3 meMOposiizymabom y koM0iHallii 3 XimioTepartieto abo 6e3
Hel, y paHillle HeJliIKOBaHMX YYaCHUKIB 3 HeApiOHOK/TiTMHHUM pakoMm JiereHiB (HKPJI) IV cragii»,
MK-3475-U01, 3 iHKkopnopoBaHOr mnorpaBkor 15 Bix 19 ceprusa 2025 poky; MK-3475-01A,
3 IHKOpIiopoBaHoo nornpaskoro 11 Big 23 BepecHs 2025 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 06MeXKeHOr0 BifgnoBifampHicTIO «MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Ilapn eng Joym, CITA (Merck Sharp & Dohme LLC), USA

B.o. HauaibHUKa PapMaLeBTUUHOT0 yIIPaB/IiHHS Onexkcanap I'PINEHKO

(migrmc) (Bnacue im’s TTPI3BUIIIE)



HopaTok 23

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
15.01.2026 Ne 54

InenTudikallis CyTTeBOI MONpaBKU

YkpaiHa, MK-6482-012, [ndopmaljisi Ta JOKyMeHT TIpo iHQOPMOBaHy 3roAy [/l TallieHTa, BepCis
4.05 Big 28 mucromaga 2025 p. yKpaiHCbKOX MOBOO

Howmep Ta gata Hakasy MO3 npo
TNpOBeZleHHs KJIIHIYHOT 0
BUTIPOOYBAHHS

Ne 762 Big 20.04.2021

HasBa kniHiyHOTO BUTNPOOYBaHHS,
KO[I, Bepcis Ta jjara

«Bigkpure, panzomizoBaHe gociimkeHHsi III da3u ana oriHkKM edeKTUBHOCTI Ta 6e3rneyHocCTi
nembponizymadby (MK-3475) y kombGiHawii 3 Oensyrudanom (MK-6482) Ta neHBaTtuHiOOM
(MK-7902), abo MK-1308A y kombiHaLii 3 sieHBaTMHIOOM TIOpiBHSIHO 3 meMOposizymabom i
NeHBaTHHIOOM B SKOCTI mTepmioi JiiHII Teparii /[ ydYaCHUMKIB 3  PO3MOBCIHOZPKEHOIO
CBITJIOK/TITUHHOIO HUPKOBO-KJ/IITUHHOK ~KapuuHOMOrO», MK-6482-012, 3 iHKOpPIIOpOBaHOO
nonpaBkoro 08 Bif 24 cepriHst 2025 poky

3asiBHUK, KpaiHa

ToBapHcTBO 3 06MeXKeHOI0 BifgnoBifampHicTI0O « MCJI YKpaiHa»

CrioHCOp, KpaiHa

TOB Mepk Ilapn enp Joym, CIITA (Merck Sharp & Dohme LLC, USA)

B.o. HauaibHNMKa PapMalieBTUYHOTO YIIPaB/IiHHA Onexkcanap I'PINEHKO

(mignuc) (Bnacse im’st TTIPI3BUIIIE)




