Jomarok 1

110 HaKa3y MiHicTepCcTBa OXOPOHH 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aC001B

Ta 3aTBEPIKEHHS CYTTEBUX IIOIPABOK
26.08.2025 Ne 1336

Ha3Ba xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BepcCis Ta Jara

«PangomizoBaHe, MOjBiHE clline, 6araToNeHTPOBE KJIIHIYHE TOCHIKEHHS (hapMaKOKIHETHIHOI
ekBiBajieHTHOCTI mpenapary QL2107 (moreHuiitnmii Oioananor mnpenapaty Kitpyna®) ta
npenapary Kitpyna® (memOposizymald) mpu 3acTOCYBaHHI B SIKOCTI aJ FOBAaHTHOI Tepamii, 110
MIPOBOJUTHCS 3 METOIO IEMOHCTpaLlii (papMakOKiHETHYHOI MOAIOHOCT] y MAIIEHTIB MiCIs pe3eKii
HEJPIOHOKIIITHHHOTO paky JiereHiBy, ko mocmimkenas QL2107-102, Bepcis 1.0 Bix 03 G6epe3ns
2025 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpainay

CnoHncop, kpaiHa

«Ksinty @apmacsirotikan Ko, JItn.», Kutaii (Qilu Pharmaceutical Co., Ltd., China)

[Tepemik qOCTiTKyBaHUX JTIKAPCHKUX
3ac00iB JiKapceka popma,
JI03YBaHHsI, BUPOOHHUK, KpaiHa

QL2107 (QL2107; Pembrolizumab, ITemOpomnizymad; Pembrolizumab); po3unn s iH’ €Kik y
¢dmnaxoni; 100 mr/4 mur; Qilu Pharmaceutical Co., Ltd., China; Qilu Pharmaceutical Co., Ltd., China;
Catalent Germany Schorndorf GmbH, Germany

BignoBiganpHUi (1) JOCIITHUK (H)
Ta Miciie (51) IpOBeICHHS
BUNIPOOYBaHHs B YKpaiHi

1) mikap XKypaxkisceka O.B.

KomyHnansHe HekoMepIiiiiHe mianpueMcTBO «lloginbChkuii perioHalbHUA TLEHTP OHKOJIOTIT
Binaumpkoi 001acHo1 paany», BIAAUIEHHS XiMioTepartii 3 TiXKKaMu JeHHOTO NepeOyBaHHS MaIli€HTIB,
M. Bigauns

2) nikap lllesnsa C.I1.

ToBaprcTBO 3 OOMEXKEHOI  BIANOBITANBHICTIO «MemuyHUN TEHTp  «AJbTaMeauKay,
BIZIOKpEMJICHHH CTPYKTYpPHUI TiApo31ii, M. BiHHUISA

3) mikap IlinBepOenpka A.B.

ObnacHe KOMyHaJlbHE HEKOMepLilHEe MiANPUEMCTBO «BYKOBMHCHKHI KIIIHIYHMNA OHKOJIOTTUHHUMA
HEHTP», CTPYKTYPHUHN MIIPO3ALUT KIIHIYHOI OHKOJIOTI1, M. UepHiBIIi

4) k.Mm.H. Ocranenko FO.B.

HepxaBHe HekoMepIliiHe manpueMcTBo «HarioHanpbHUN 1HCTUTYT paky», BIIIIJICHHS
MaJIOIHBAa3MBHOI Ta €HJAOCKOMIYHOI Xipyprii, iHTepBeHLiiHO01 paxionorii, M. Kuis

5) mikap Kpyx T.B.

ToBapucTBO 3 OOMEXEHOIO BiAMOBITANBHICTIO «MenuuHuil HeHTp «Meaxays», TepaneBTUYHE
BiIIIIeHHS, M. [BaHO-DpaHKiBChK

6) k.M.H. ¥Ypcon I'.'M.




MIPOJIOBXKEHHS oaaTka |

[IpuBaTHe MiANPUEMCTBO MpHUBAaTHA BUPOOHMYA (ipMa «ALMHYC», JIIKyBaJIbHO-A1arHOCTUYHUI
neHTp, M. KponuBHULIbKHI

7) x.m.H. Tpyxin JI.B.

TosapuctBo 3 oOMexkeHoro BianosiganbHicTIO «KJITHIKA BEPYM EKCIIEPT», M. Kuis

8) nm.m.H., mpod. JIucenko C.A.

«YHIBepCUTETChKa  KIIHIKa» BIHHUIIBKOTO  HAIlIOHAJHLHOTO  MEIWYHOTO  YHIBEPCHUTETY
im. M.L. IluporoBa (JiKyBaJbHO-HaBUAIbHO-HAYKOBUH IIEHTP), amOyJaTOPHO-IiarHOCTUYHE
BiJIUICHHsI, BiHHUIbKUN HamioHanbHMA MenuuHui yHiBepcuteT iM. M.IL Iluporoma, xadempa
MIPOMEHEBOT TIarHOCTUKH, TPOMEHEBOT Teparlii Ta OHKOJIOT1i, M. BiHHUIISA

9) nikap Ckypenko O.51.

ToBapuCTBO 3 OOMEXEHOIO BIAMOBITAIBHICTIO «YKpaiHCHKUU IEHTP TOMOTEpAIii», BiIIUICHHS
ximioTtepanii, M. KponuBHULIbKUIH

10) mixap benikoBa A.M.

ToBapucTBO 3 00MEKEHOI BiAMOBiMaNbHICTIO «Kamutamy, KIiHIKO-KOHCYJIbTATUBHE BiIIIICHHS
MenuuHoro neHTpy «YHiBepcaybHa KiIiHiKa «O0epir», M. Kui

11) nikap IMamxo B.B.

ToBapucTBO 3 00MEKEHOI0 BiAMOBiAaIbHICTIO «Mennunuii ieHTp «MenOdic 'pym», m. Kuis

[Ipenapatu mopiBHSIHHS, BUPOOHUK
Ta KpaiHa

Kitpyna (IlemOponizyma0); po3umH st iHekmii y dumakoni; 100 mr/4 mm  (25mr/mi);
Catalent Germany Schorndorf GmbH, Germany; MSD International GmbH — Singapore Branch,
Singapore; Merck Sharp & Dohme Corp. Wilson Plant, United States

CymnyTHi MaTepianu/mpenaparu
CYNyTHBOI Teparnii/fopuandna abo
¢izuyHa oco0a, sKa Iie 3a
JIOBIPEHICTIO, IKY HA/IaB CIIOHCOP Yr
3asBHUK Ha BBE3EHHS
JTOCJTIJDKYBAHUX JIIKAPCHKUX 3aC001B
Ta CYNMyTHIX MaTepiajiB

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaekcanap I'PIHEHKO

(i armc) (Bnacue im’st TIPI3BUILLIE)




Honatox 2

110 HaKa3y MiHicTepCcTBa OXOPOHH 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aC001B

Ta 3aTBEPKEHHSI CyTTEBUX MOMPABOK»
26.08.2025 No 1336

Ha3Ba xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BepcCis Ta Jara

«®a3za II-111 BunpoOyBaHHs AJis OMIHKKA €(EeKTUBHOCTI Ta O6€3MeKku CyOIIHrBaIbHOT IMyHOTEparnii
y HAIli€HTIB, 10 CTPAXIAI0Th Ha aJIepriio Ha MIJIOK TpaBy», kKoa nociimkeHHs SL-3Q2A, Bepcis 1.0
Bij1 30 kBiTHsI 2025 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MexeHo10 BianoBiganpHicTIO «@apmakci Kninikan Pucepu», Ykpaina

CnoHcop, KkpaiHa

POKCAJUI Meninin 'm6X, Himeuunna / ROXALL Medizin GmbH, Germany

[epenix mocniKyBaHUX JTIKaPCHKUX
3aco0iB Jikapcbka Gopma,
JI03yBaHH:, BUPOOHUK, KpaiHa

SLI-RX-PHL (natuBHuii exctpakt ajepreny nuiaky Phleum pratense); cyOmiHrBanbHuil crpei;
30 000 TO/mir; ROXALL MEDICINA ESPANA, S.A., Spain;
SLI-RX-PHL (natuBHuii exctpakt anepreny muiky Phleum pratense); cyOmiHrBanbHuii crpei;
75 000 TO/mir; ROXALL MEDICINA ESPANA, S.A., Spain;
SLI-RX-PHL (natuBHuii exctpakt anepreny nmuiaky Phleum pratense); cyOmiHrBanbHuii crpei;
150 000 TO/ma; ROXALL MEDICINA ESPANA, S.A., Spain

BignoBiganpHUi (1) JOCIITHUK (H)
Ta Miciie (51) IpOBeICHHS
BUNIPOOYBaHHs B YKpaiHi

1) mixap I'yk C.A.

Kniniuaa mikapus «®eodanis» JlepkaBHOrO yHpaBIiHHS COpaBaMH, ILEHTP PpeCcHipaTOpHOI
MeauiHu, M. Knuis

2) nikap Amep JL.b.

KomynanbHe HekomepiiiiHe mignpuemMcTBo «Micbka KiiHiuHA jikapHs Ne27» XapkiBCbKoOi
MICBKOT paJiy, aJIeproJIOTi9He BIAAUICHHS, M. XapKiB

3) nikap CanoBcbka B.B.

VHiBepcUTEeTChbKAa  JIIKapHsS  BIHHWUIIBKOTO  HAIIOHAJBHOTO  MEAMYHOTO  YHIBEPCUTETY
iMm. MLL. TIuporosa, aMOynaTOpHO-IarHOCTUYHE BiJAICHHS, M. BiIHHUIIS

4) x.men.H. [lepkay M.1.

KomyHnanbHe HekoMmepuiiiHe miampueMcTBo «OO6iacHa KiiHIYHA JikapHs [BaHO-®paHKiIBCHKOI
obmacHoi pamm», ILleHTp OpoHXOJEreHEeBUX 3aXBOPIOBAaHb, aJepProjorii Ta 1IMYHOJOTI],
M. [BaHO-DpaHKiBCHK

5) n-p men. Hayk, npodecop [Ipucryma JI.H.

Komynanbne Hekomepitiiiae nignpuemctBo Cymcbkoi ob6macHoi paau «CyMcbKa o0nacHa KIiHIYHA
JiKapHs», MyJbMOHOJIOTIYHE BimaiieHHs s, CyMChbKMA Jep>KaBHHH yHIBEpCUTET, Kadeapa
BHYTPIITHBOI Ta CIMEHHOI MEUITMHI HaBYAIbHO-HAYKOBOTO MEMYHOTO 1HCTUTYTY, M. CyMu

6) K.MeJ.H., foueHT Pynauk B.T.




MIPOJIOBXKEHHSI ToAaTKa 2

KomynanbHe HekoMmepliiiiHe nignpueMcTBo «Mickka kitiHigHa JikapHa Ne 1 IBano-®PpaHKiBCbKOi
MICBKOT painy», BIIIUICHHS CTIEIiali30BaHOi KOHCYJIBTAaTUBHOT 10MTOMOTH, M. IBaHO-DpaHKIBChK
7) n.m.H. Axoenko O.K.

ToBapucTBO 3 00OMexeHO BiamoBimanbHicTIO «KimiHiKa aneprii Ta Kaluioy, iIpO3IiT
MPOBEJICHHS KIIHIYHUX JTOCIIKEeHb, M. JIyIbK

8) k.mMen.H., noneHT JloOpsHcekuit J1.B.

ToBapuctBo 3 oOMexeHoro BiamoBimanbHicTIO «Meanunmii neHtp «APTEC MEIKYMy,
TiKyBaJIbHO-AIarHOCTUYHE BiAMieHHs, M. KuiB

9) mikap KOpkiB T.b.

[TpuBaTHEe MiINPUEMCTBO MPUBAaTHA BUPOOHHMYA (ipMa «AIMHYC», JIKYBaJIbHO-IIarHOCTUYHUN
eHTp, M. KponuBHUIIEKHI

10) x.m.H. [1exensko B.C.

ToBapucTBO 3 O0OOMEXKEHOI BIAMOBIMANBHICTIO «EBpojad», amOyrIaTOpHO-TOJIKIIIHIYHE
BigmimeHusa, M. Kuis

11) a-p men. mayk, npodecop Koanenko C.B.

ObnacHe KOMyHallbHE HEKOMEpIIiifHe miaAnpueMcTBO «YepHiBenbka 001acHa KIIIHIYHA JIKapH»,
BIJIJTIJIEHHS MTYJIbMOHOJIOTIT, M. YepHiBIIi

[Ipenapatu mopiBHSIHHS, BUPOOHUK
Ta KpaiHa

CynyTH1 MaTepianu/mpenaparu
CYITyTHBOI Teparii/fopuandaa abo
¢bi3uvHa 0coba, sKa i€ 3a
JIOBIPEHICTIO, SIKY HaJaB CIIOHCOP YU
3asBHUK Ha BBE3CHHS
JOCTIKYBaHUX JIKAPCHKUX 3aC00iB
Ta CyMyTHIX MaTepiajiiB

- Po3uuH anepreny i MKipHOTO MPIK-TECTY:

[MozutuBuuit  koutponb  (Iicramin), ROXALL Medicina Espana S.A., Icnanis;
Heratusumii konTpois, ROXALL Medicina Espana S.A., Icnanis;

bepesa, ROXALL Medicina Espana S.A., Icnanis;

AMOpo3isa, ROXALL Medicina Espana S.A., Icanis;

TumodiiBka myroBa, ROXALL Medicina Espana S.A., Icnanis;

[Tomma, ROXALL Medicina Espana S.A., Icnanis;

Kuim D. pteronyssinus, ROXALL Medicina Espana S.A., Icnanis;

Kimka, ROXALL Medicina Espana S.A., Icrianis;

Cobaka, ROXALL Medicina Espana S.A., Icnanis;

I'puboxk Alternaria alternata, ROXALL Medicina Espana S.A., Icnanis;

- Hazaneuuit npoBoxkaniiiauit Tect (HIIT), Laboratorios LETI S.L., Icnanis;

- Po3unHHMK 1)1 THTPOBAHOTO HAa3aILHOTO MPOBOKaIiifHOTO TecTy — po3unH, ROXALL Medicina
Espana S.A., Icnanis;

- Cmipomertp, Vitalograph (Ireland) Ltd, Ipmanmis;

- Hazanpuwuit incnipatopuuii prnoymetp In-check, Clement Clarke International MPV Medical Ltd,
Benuka bputanis;




MIPOJIOBXKEHHSI ToAaTKa 2

- Jlunesi mackwu, Intersurgical Ltd, Benunka bpuranis;

- Min-Max tepmometp, WEPA Apothekenbedarf GmbH & Co KG, Himeuunna,

- Jlannetn muist pik-tecty, J.N. Eberle Federnfabrik GmbH, Himeuuunna;

- Hazanwpnuuii akryarop, Costertec S.A., Itanis;

- bakrepiansHo-BipycHi pineTpu, MicroGard, Vitalograph (Ireland) Ltd, Ipnanais;
- Hazanpni knincu, Xiamen Dahton Meditech Co., Ltd., Kuraii

B.o. HayanibHuKa PapManeBTUYHOIO YIIPABJIIHHS Oaexkcanap 'PIHEHKO
(migmuc) (Bnacne im’st TIPI3BUILE)




Jomarok 3

110 HaKa3y MiHicTepCcTBa OXOPOHH 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aC001B

Ta 3aTBEPIKEHHS CYTTEBUX IIOIPABOK
26.08.2025 Ne 1336

Ha3Ba xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BepcCis Ta Jara

«PangomizoBaHe, MOJBINHE clline, Mmiane00-KOHTpoboBaHe AociimkeHHs [Ib ¢asu ansa ominku
e(peKTUBHOCTI Ta O€3MeKH TYNICOKIOApTY y YYaCHMKIB 13 TCOPIATUYHHUM apTPUTOMY», KO
nociimkenHs MK-7240-015, Bepcis 00 Big 21 TpaBHs 2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 06MexeHo10 BianoBiganpHicTIO «MCJI Ykpainay

CnoHcop, KkpaiHa

TOB Mepk Hlapn enx loym, CHIA (Merck Sharp & Dohme LLC, USA)

[epenix mocniKyBaHUX JTIKaPCHKUX
3aco0iB Jikapcbka Gopma,
JI03yBaHH:, BUPOOHUK, KpaiHa

Tynicokibapt (Tulisokibart, MK-7240, PRA023) (MK-7240, PRAO023; Tymicokibapt
(Tulisokibart), MK-7240, PRA023, PMO1, B4407, C713, C731, Swordfish, Marlin); crepunsuuit
pPO3YMH Ui MiAIMIKIpHUX 1H’ ekmiit/aBToin’ekTop; 240 wmr/1,2 mur; 200 mr/mm; Fisher Clinical
Services, USA; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services UK Limited,
United Kingdom; Almac Clinical Services Ltd., United Kingdom; Almac Clinical Services, LLC,
USA; MSD International GmbH, Ireland; Merck Sharp & Dohme (UK) Limited, United Kingdom;
Catalent Pharma Solutions, LLC, USA; Catalent Indiana, LLC, USA; Catalent CTS, LLC, USA;
Merck Sharp & Dohme LLC, Unites States; Werthenstein BioPharma GmbH, Switzerland;
Merck Sharp & Dohme LLC, United States;

[Tnane6o mo Tymicokibapt (Tulisokibart, MK-7240, PRAO023), crepuiapHUN pO3YMH JIS
nigmkipaux 10 exuiid/aBToin’ektop; Fisher Clinical Services, USA; Fisher Clinical Services
GmbH, Switzerland; Fisher Clinical Services UK Limited, United Kingdom; Almac Clinical
Services Ltd., United Kingdom; Almac Clinical Services, LLC, USA; MSD International GmbH,
Ireland; Merck Sharp & Dohme (UK) Limited, United Kingdom; Catalent Pharma Solutions, LLC,
USA; Catalent Indiana, LLC, USA; Merck Sharp & Dohme LLC, Unites States; Werthenstein
BioPharma GmbH, Switzerland; Merck Sharp & Dohme LLC, United States

BignoBiganpHUi (1) JOCIITHUK (1)
Ta Miciie (51) IpOBeICHHS
BUNIPOOYBaHHs B YKpaiHi

1) k.m.H. Kneban f.1.

KwuiBcbka kiiHIYHA JIIKapHS HA 3ai1i3HUIHOMY TpaHcnopTi Ne2 ¢imii «IleHTp oXxopoHu 310pOB's»
aKI[I0HEPHOTO TOBAPUCTBA « Y KpaTHChKA 3alli3HULS», LIeHTp KITHIYHUX TOCITiKeHb, M. KuiB

2) k.m.H. Ko3zak H.II.

ToBapucTBO 3 00MEX)EHOO BiAnoBiganbHicTIO «KanuTam», KiiHIKO-KOHCYThTaTUBHE BiIiICHHS
MenuyHoro neHTpy «YHiBepcalibHa KiiHika «O6epir», M. Kuis

3) k.m.H. IBanoBa K.A.




IIPOJOBXKEHHS JoaTKa 3

ToBapuctBO 3  oOMexeHOl  BignoBimanbHicTIO «EnempBeiic  Menike»,  JKyBaJIbHO-
npodimakTHYHUHN Tiapo3ai MeauyHoro neHTpy, M. Kui

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

ToBapucTBo 3 oOMexeHow BiamoBimanbHicTIO «Memuunuii Llentp Xenc Kminik», Meauanumii
KIIHIYHUHA TOCTITHUIIBKUAN TIEHTP, BIAALT KapIi0JIOoTii Ta peBMaToiorii, M. BiHHHIIS

5) nikap Kypunpunk [.B.

ToBapucTtBo 3 0OOMexeHOI BianoBimambHicTIO «Menuunuii neHTtp «KoHcmmiym Menikamy,
KJIIHIKO-KOHCYJIbTAaTHBHE BiaieHHs, M. KuiB

[Ipenapatu mopiBHAHHS, BAPOOHUK
Ta KpaiHa

CymnyTHi MaTepianu/mpenaparu
CYNYyTHBOI Teparnii/ropuandna abo
¢iznyHa oco0a, sKa 1ie 3a
JIOBIPEHICTIO, SIKY HA/IaB CIIOHCOP Yr
3asBHUK Ha BBE3EHHS
JIOCJTIDKYBAaHUX JIIKAPCHKUX 3aC001B
Ta CyMyTHIX MaTepiaiiB

- 1abopaTopHi HabopH;

- min/max TepMOMETPH;

- TpeIMeTH [UIsl yYacHUKIB JOCHIPKCHHS CYMKH JUIsl TAI€HTIB (CYMKH-XOJIOAWILHUKH);
- TECTH )11 BUSHAUEHHS BariTHOCTI;

- IpyKOBaHi MaTepiau /s MAIli€HTIB;

- KOHTEHHEPH JIJIs1 3HUILCHHS aBTOIH €KTOPIB;

- IJTAHIIETH (eNIEKTPOHHI OMMUTYBATBHHUKH) JTSI TTAIlI€HTIB;

- JTAKTHJIOMETPHU

B.o. HayanibHuKa PapManeBTHYHOIO YIIPABJIIHHS Oaekcanap 'PIHEHKO

(miamuc) (Bnacue im’s [TIPI3BUILIE)



Honarok 4

110 HaKa3y MiHicTepCcTBa OXOPOHH 370POB’ S
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BHUMPOOYBaHb JIKAPCHKHUX 3aCO0IB

Ta 3aTBEPKEHHSI CYTTEBUX MOMPABOK»

Ne

InenTudikaiist CyTTe€BOI MOMPABKU

Bbpomypa JlocnmigHuka, cemarmytun, npoekT NN6535, XBopoOa Admblreiimepa, nepopanbHUR
cemarnytu, Buaanas 8, Bepcis 1.0 Big 04 nmumast 2025 poky, aHTIIIHCHKOI0 MOBOIO

Howmep Ta nara nakazy MO3 npo
MPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1586 Bin 29.07.2021

Ha3Ba xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BepcCis Ta Jara

«PangomizoBaHe TOABIWHE Ciine IIane00-KOHTPOJbOBAHE KIIHIYHE MOCITIDKEHHS, 10 BHUBYAE
e(eKTHBHICTh Ta OE3MeKy 3aCTOCYBaHHS MEPOPATBLHOIO CEeMariyTUy Y Halli€HTIB 13 TOYaTKOBOIO
cragiero xBopoou Aumbireiimepa (EVOKE plus)», NN6535-4725, ¢dinanpaa Bepcis 10.0 Bifg
20 rpynnsa 2022 p.

3asiBHUK, KpaiHa

TOB «Hoso Hopuick Ykpaina»

CnoHcop, KpaiHa

Novo Nordisk A/S, Denmark

B.o. HayanibHuKka PapManeBTHYHOIO0 YIIPABJIIHHS Oaekcanap 'PIHEHKO

(migmuc) (Bnacne im’st TIPI3BUILE)



JlomaTok 5

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BHUMPOOYBaHb JIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/KEHHS CYTTEBUX MOMPABOK)
26.08.2025 Ne 1336

InenTudikariisi CyTTeBOI MOMpPaBKU

Omnosnenuii [Iporokon kainivHOTO nocmipkennas TV48574-IMM-20038 3 Tlonpaskoro 05 (JP 03),
penakuis 31 3minamu 01, Bepcis Bim 06 uyepBHs 2025 p.; CHHOICHC OHOBJIEHOTO IMPOTOKOIY
KiiHIYHOTO nocmipkeHHs TV48574-IMM-20038 3 ITonpaskoro 05 (JP 03) pemaxitis 31 3minamu 01,
nepeKyaa 3 aHriHChKOI MOBH Ha yKpaiHChKy MOBY Bija 17 yepBHs 2025 p.; 3mina Ha3Bu CrioHcopa
3 Teva Branded Pharmaceutical Products R&D, Inc., CIIIA na Teva Branded Pharmaceutical
Products R&D LLC, CIIA; Indopmarniiinmii auctok i popma iHpopMoBaHOT 3roau, OCTaTouHA
penaxuist 4.0 nns Ykpainu Big 13 wepBusa 2025 p., ocTaToyHUN NEepeKiIaa 3 aHTIIHCHKOI MOBH Ha
yKpaiHcbKy MOBY Bij 19 uepsas 2025 p.; Indopmariitnuii tucTtok i popma iHhopMOBaHOT 3rou ISt
JIOTATKOBOTO BIJIKPUTOTO TEPIOAYy MOCTIIKEHHsS, ocTtaroyHa penakilis 3.0 mmsa YkpaiHu Bix
13 uepBHs 2025 p., OCTaTOUYHUI Nepekyal 3 aHIIIHChKOI MOBU Ha YKpaiHCbKY MOBY Bix 19 yepBHS
2025 p.; Iadbopmamiiinuii ynmcrtok 1 ¢gopma iHGOPMOBAHOI 3roaM Ha yd4acTb y Tporpami
CIIOCTEpPEKEHHS 3a BariTHICTIO, ocTtaTo4yHa penakuis 4.0 ans Ykpainm Big 12 wepsus 2025 p.,
OCTaTOYHUHN TepeKyIal 3 aHIJINChKOI MOBHM Ha YKpaiHChKy MoBY Bin 19 dwepBHs 2025 p.;
InenTudikarmiiina kapTka y4acHUKa KJIIHIYHOTO JociikeHHs, 16 depHs 2025 p. [pemakuis 02,
robanbHa (aHTIL.)], OCTAaTOYHWUN TEPEKIaa 3 aHTIIWChKOI Ha YKpaiHChKY MOBY Bill 26 uYepBHSA
2025 p.; Ilocibnuk i3 pocmimxennsa st yyacHuka 3 BK, pemakuist 2.0 ans Ykpainu (Ha ocHOBI
riobanpHOI penakiiii Big 16 uepsus 2025 p. [V05 Global (en)]), octaTounuii mepexian 3 aHTHChKOT
MOBH Ha yKpaiHChKy MOBY Bix 24 uepBHs 2025 p.; [TociOHUK 13 mociimkeHHs i yyacHuka 3 XK,
penakuis 2.0 ans Ykpainu (Ha ocHOBI rioOanbHoi pemakuii Bix 16 gepBus 2025 p. [VO5 Global
(en)]), ocTaTouHU TIEpeKyIaa 3 aHMIINCHKOI MOBM Ha YKpaiHChbKYy MOBY Bin 24 uepBHs 2025 p.;
3MiHa Ha3BU BHUPOOHMKA JOCIHIKyBaHOTO Jikapcbkoro 3aco0y TEV-48574 / mmane6o 3 Teva
Branded Pharmaceutical Products R&D, Inc., CIIIA na Teva Branded Pharmaceutical Products
R&D LLC, CHIA; Jocbe mocmimxyBaHoro mikapchkoro 3acody (IMPD) TEV-48574 / mnane6o,
Monyns «Quality», Bepcis 7.0 Bim tpaBHs 2025 p.; 3pa3ku MapKyBaHHA (IaKOHY Ta KOPOOKH
JOCIIKyBaHOTO Jlikapcbkoro 3aco0y TEV-48574 / nnaune6o: OykieT aHIMHCHKOI0, YKPaiHCHKOIO
Ta iHmUMUA MoBamu Bif 21 tpaBHs 2025 p. (cxBasmeno 28 tpaBus 2025 p.); 3MiHa Ha3BU MicUA
MPOBEICHHS KJIIHIYHOTO BUNPOOYBAHHS:

| BYJIO | CTAJIO




IIPOJIOBKEHHS IOAATKa 5

I.M.H., ipo@., 3aB. kad. [lleuyk C.B.
Kminika  HaykoBo-OCHITHOTO  1HCTHTYTY
peabimitarii oci6 3 iHBaNIIHICTIO (HABYAIBHO-

HayKOBO-JIIKyBaJbHUN KOMILJIEKC)
BiHHMLIIEKOTO  HAILIOHAJIBHOTO  MEIUYHOIO
YHIBEPCUTETY M. M.IL [Tuporosa,
TepaneBTUYHE BiOIITIEHHS, Binnunekuit
HaI[lOHAJILHUHN MEIUYHUN YHIBEpCUTET

im. M.I. Iluporoma, kadenpa BHYTPILIHBOI
Meaunuau No2, M. Binauis

I.M.H., Iipod., 3aB. kad. [lleBuyk C.B.
VYHiBepcUTeTChKa  JIiKapHA  BIHHHUIIBKOTO
HAI[IOHAJIBHOTO  MEAMYHOTO  YHIBEPCHTETY
iMm. M.I. TluporoBa, TepaneBTUYHE BiIiICHHS,
BinHuekuit HAIlOHAJILHUI MEIUYHUN
yHiBepcuter imM. M.I. Tluporoma, xadenpa
BHYTPIITHBOT MeauIHU No2, M. BinHuUIIS

Howmep Ta nara nakazy MO3 npo
MPOBEACHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 2204 Bix 26.12.2023

Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJI, BEpCis Ta jara

«PannomizoBaHe, MoABiHE crilie, TOBIOCTPOKOBE PO3IIMPEHE AOCTIKEHHS (a3u 2b ams OliHKU
(hapMakOKiHETHKH, €(EeKTUBHOCTI, O€3MeuHOCTI Ta mepeHocuMocTi mpemnapaty TEV-48574 vy
JOPOCIIMX TALI€HTIB 13 BUPAa3KOBHM KoJiToM abo xBopoOoro KpoHa cepenHbOro Ta TSIKKOTO
CTYTEHS, K1 3aBepInin (a3y JIKyBaHHS Yy Mekax qociipkenHs i3 miadopom o3 (RELIEVE UCCD
LTE)», TV48574-IMM-20038, 3 ITonpaskoto 04 (JP 03), Bepcis Big 25 nucronana 2024 p.

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIATIOBIJAJIBHICTIO «I1I EC A-YKPATHA»

CnoHncop, kpaiHa

Teva Branded Pharmaceutical Products R&D, Inc., CIIIA

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA

Ouaekcanap I'PIHEHKO

(i armc)

(Bnacue im’st TIPI3BUILLIE)




HonaTtok 6

110 HaKa3y MiHicTepCcTBa OXOPOHH 370POB’ S
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BHUMPOOYBaHb JIKAPCHKHUX 3aCO0IB

Ta 3aTBEPKEHHSI CYTTEBUX MOMPABOK»
26.08.2025 Ne 1336

InenTudikariisi CyTTeBOI MOMpPaBKU

[TociOHuK ans marieHTa 3 KopucTyBaHHs AogatkoM myMedidata: Bepcis 2.0 Bix 29 kBiTHs 2025 p.
aHrmicbkol0 MoBolo; Bepcist 2.0 Bix 06 wepBHs 2025 p. yKkpaiHCBKOIO MOBOMO; Bepcis 2.0 Bix
06 gepBHs 2025 p. pociiicekoro MoBoto; [logennuk: ckpinmotu (Daily Diary screenshots): Bepcis
1.0 (002) anrmnificekoro MoBoro Bix 01 xBiTHS 2025 p.; nmepekian Ha yKpaiHCbKY MOBY Ui YKpaiHu,
nata ceprudikamii 28 TpaBuHs 2025 p.; mepekiiaq Ha POCIHCBKY MOBY IS YKpaiHW, [ara
ceprudikarii 28 TpaBHs 2025 p.; BrirodeHHS MOAATKOBHX MICIh MPOBEACHHS KIIHIYHOTO
BHUIPOOYBAHHS:

No I1.1.B. BiAIIOBIAILHOTO AOCIIITHUAKA

/11 Ha3Ba micIisg npoBeeHHs KJIIHIYHOTO BUMPOOYBaHHS

1. | x.m.H. babanina M.1O.

KomyHnansue M ITPUEMCTBO «ITonTaBcbka obJyacHa KJIIHIYHA JKapHS
iMm. M.B. CxiidocoBcbkoro IlontaBcbkoi ob6macHOi panu», 0OJacHUM JiKyBaJbHO-
J1arHOCTHYHHUM TaCTPOCHTEPOJIOTTYHHM 1IeHTp, M. [lonTaBa

2. | n.mM.H., npod. Bnosuyenko B.I.

KoMmyHanpHe HeKoMepIiiiHE MmAnpueMcTBO «JIbBIBChKE TEpHUTOpiaJbHE MEIUYHE
o0'ennanns «bararonpodinbHa KIIiHIYHA JIKapHS 1HTEHCHBHMX METOJIB JIKYBAaHHS Ta
MIBUIKOI MEIMYHO1 JomoMoru», LlenTp Tepamii Bimokpemienoro miapo3ainy «JlikapHs
Cesaroro IlanreneiiMmona», J[lepaBHe HeKOoMepLiliHE MiANPUEMCTBO «JIbBIBCHKUIL
HaIllOHAJTLHUN METMYHUNA YHIBEPCUTET iMeHi [lanuna [Manumbkoroy, kadeapa Tepamii
Nel, w™menuunoi pmiarHocTMKM Ta remaroyiorii 1 TpaHcdysionorii  ¢pakynpTeTy
MICIAIUIIOMHOI OCBITH, M. JIEBIB

Howmep Ta nara nakazy MO3 npo
MPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1271 Big 11.08.2025

Ha3Ba xiHiuHOTO BUNIPOOYBaHHS,
KOJI, BepcCis Ta Jara

«ITnmardpopmue gocmimrerns Il ¢ha3u 3 omiHKKM €hEeKTUBHOCTI W OE3MEYHOCTI aHTHTUT TPUBAIOL il
MIPH 3aCTOCYBaHHI B peXHMi MOHO- a00 KOMOIHOBaHOI Teparii 3 IPUBOAY CEPEIHBbOTSHKKOTO abo
TSDKKOTO Tepeliry BHPa3KOBOTO KOMITY B akTUBHIN ¢dopmi», SPY123-201, OcHOBHUIT MPOTOKOI
kiaiHiuHoro BunpoOyBanHs SPY123-201, pemakuis 1.1 Bim 25 kit 2025 p.; JomaTok g0
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NPOTOKONYy KiIiHIYHOTO BunpoOyBaHHa SPY123-201, mo ommcye KOHKpEeTHE BTpydYaHHS i3
3actocyBaHHsM npenapaty SPYO001, pexaxiist 1.0 Big 14 6epesns 2025 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITOBIJAJIBHICTIO «I1I EC AU-YKPATHA»

CnoHcop, KpaiHa

«Cnaep Tepam’totikce, [Hk.» [Spyre Therapeutics, Inc.], CIIIA

B.o. HayanibHuKka PapManeBTUYHOIO YIIPABJIIHHS Oaekcanap 'PIHEHKO

(mimuc) (Bnacue im’s [TPI3BUILIE)
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110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BHUMPOOYBaHb JIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/KEHHS CYTTEBUX MOMPABOK)
26.08.2025 Ne 1336

InenTudikariisi CyTTeBOI MOMpPaBKU

MK-2140-003 TlociOHMK moA0 BI3UTIB IJIs MaIi€eHTa, Koropra A, mis YKpaiHu, YKpaiHCHKOIO
MoBOI0, Bepcis 06.1 Bix 18 mororo 2025 p.; 30inblIeHHS 3aJIaHOBAHOI KUIBKOCTI IOCIIIKYBaHUX
JUTsl BKITFOUCHHSI Y KITIHIYHE BUIPOOYyBaHHs B YKpaini 3 16 10 25 ocib

Howmep Ta nara nakazy MO3 npo
MPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1598 Big 17.09.2024

Ha3Ba xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BepcCis Ta Jara

«baraTtoneHTpoBe, BIIKpHUTE, PaHIOMI30BaHE, 3 aKTUBHUM KOHTPOJEM IOoCHikeHHs 2/3 da3u
sunoBepramady BenotuHy (MK-2140) y komOiHamii i3 cTaHAapTHUM JIIKyBaHHSIM Yy MAIlI€HTIB 3
penuauByouoro  abo  pedpaktepHor  aAudy3HO  B-BenMKOKIITHHHOIWO  JIM(OMOIO
(waveLINE-003)», MK-2140-003, 3 inkoprnopoBaHoto norpaBkoro 07 Big 09 kBitHst 2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo10 BianoBiganpHicTIO «MCJI Ykpainay

CnoHcop, KpaiHa

TOB Mepk Hapn enx loym, CHIA (Merck Sharp & Dohme LLC, USA)

B.o. HayasibHuKka PapManeBTHYHOIO0 YIIPABJIIHHS Oaekcanap 'PIHEHKO

(migmuc) (Bnacne im’st TIPI3BUILE)
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110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BHUMPOOYBaHb JIKAPCHKHUX 3aCO0IB

Ta 3aTBEPIKEHHS CYTTEBUX IIOIPABOK
26.08.2025 Ne 1336

InenTudikaiist CyTTe€BOI MOMPABKU

Bbykner «BigkpuBarouun HOBI MOxJuBOCTI», Bepcis 1.0 Big 25.06.2025p. ykpaiHCHKOIO MOBOIO;
SamydyeHHs HeAociKyBaHoro Jikapcbkoro 3acody CAJIbBYTAMOJI-IHTEJII (SALBUTAMOL-
INTELI), inramnsmis mig TuckoMm, cycrnensis, 100 mkr/mo3a, 200 o3 (10 M) y 6anoni Nel, BUpoOHHUK:
JIABOPATOPIO AJIbAO-FOHIOH, C.JI., Icnianis baponeca ae Manna, 73, 08950, Ecrutyrec ne
Jlno6perar, bapcenona, Icmanis; 3amydeHHS [OJATKOBUX MICIh MPOBEACHHS KIIHIYHOTO
BHUIPOOYBaHHS:

No I1.1.B. BiAIIOBIAILHOTO AOCIIITHUAKA
/11 Ha3Ba micIisg npoBeieHHs KJIIHIYHOTO BUMPOOYBaHHS

1. | n.m.H., npod. 'aBpuciok B.K.
HepxaBHa yctaHoBa «HamioHanbHU HayKOBUW HEHTp (TU3iaTpii, MyJIbMOHOJIOTIT Ta
aneproJorii imeHi @.I". SInoBcbkoro HarionanbHoOT akazgeMii METUYHUX HAyK YKpaiHm»,
BIJITIJICHHS IHTEPCTUIIIMHUX 3aXBOPIOBAHb JIeTeHb, M. KuiB
2. | x.M.H. Mockanenko C.M.
HepxaBHa yctaHoBa «HamioHanbHUl HayKOBUW HEHTp (TU3iaTpii, MyJIbMOHOJOTIT Ta
aneprodorii imeHi @.I". SInoBcbkoro HarioHanbHoOT akazeMii METUYHUX HAyK YKpaiHm»,
BIITIJICHHST JIarHOCTUKH, Tepamii Ta KiIiHIYHOI (apMakosorii 3aXBOpPIOBaHb JIETCHb,
M. KuiB

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KIIHIYHOTO
BUNPOOYBaHHS

Ne 1104 Bix 11.07.2025

Ha3ga kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BEpCis Ta 1ara

«bararorienTpoBe, B mapajelbHUX Tpynax, paHIOMi30BaHe, TNOJBiiiHe ciine, TUIAneo
KOHTPOJIbOBAaHE MOCHIKeHHS (a3u 2b, 1m0 npoBoauThesa y 4 Tpymnax BOPOAOBK 24-X THOXKHIB IJIA
ouinku edekTuBHOCTI Ta Oe3nexku AZD6793 y dopmi TabmeTok cepell MOPOCIMX YYAaCHHKIB 3
XPOHIYHUM OOCTPYKTUBHHMM 3aXBOPIOBAHHSM JIETE€Hb BiJl CEPEAHBOTO 0 TYXE TSDKKOTO CTYIEHIO
(PRESTO)», D7860C00006, Bepcist 1.0 Bix 19 6epesns 2025 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPATHA»
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‘ CnoHncop, kpaiHa ‘ AstraZeneca AB, Sweden |

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaekcanap I'PIHEHKO
(i armc) (Bnacue im’st TIPI3BUILLIE)
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710 HaKazy MiHicTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo npoBeneHHs KIIHIYHUX
BHIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/KEHHS CYTTEBUX MOMPABOK)
26.08.2025 Ne 1336

InenTudikariisi CyTTeBOI MOMpPaBKU

Marepiamu nns mamieHTiB «AZURE-Outcomes Bam kopoTtkmii mociOHuk», Bepcis 1.0 Bix
30.05.2025 poky, nmns YKpaiHM YKpaiHChKOIO MOBOI; Marepiamu s mamieHTiB «AZURE-
Outcomes Bam mociOHuk 13 mociimkenns», Bepcis 1.0 Big 13.06.2025 poky, mist Ykpainu
yYKpaiHChKOI0 MOBOIO; Matepianu ams namieHtiB «AZURE-Outcomes Pyxaemocst Brepen pazomy»,
Bepcia 1.0 Bim 30.05.2025 poky, mius YkpaiHu ykpaiHcbkoro MoBoro; NQT 3Bit 3 exkpany mis
narienTiB o0 Bukopuctanast TRIALMAX web: A-1032-0461, Bepcis 1 Bix 26 uepsus 2025 poky,
Uil YKpaiHM YKpaiHChKOIO MOBOK; EJEKTpOHHMI ONWUTYBaJbHUK: 3BIT 3 €KpaHy - AHKeTa
3BOPOTHOTO 3B’SI3KYy s y4acHUKIB pochimkeHHs (SPFQ)-Part-A, Bepcis 1 Bim 26 uepBHS
2025 poky, mns YKpaiHu yKpaiHCBKOI MOBOK; EJNEKTpOHHHMI ONMHWTYBAJIBHHK: 3BIT 3 €KpaHy -
AHKeTa 3BOPOTHOTO 3B’S3Ky A5l yuacHUKiB nociimxenns (SPFQ)-Part-C, Bepcis 1 Bix 26 uepBHS
2025 poky, mis YKpaiHM YKpaiHCHKOIO MOBOKO; 3alydeHHsI JOJAaTKOBOTO MICISI TPOBEICHHS
KJIIHIYHOTO BUIIPOOYBaHHS:

Ne I1.1.B. BiAIOBIAJIBHOTO JOCHITHUKA
n/n HasBa micus npoBeieHHs KIiHIYHOTO BUIPOOYBaHHS

1. | k.m.H. Baiima M.®.
KomyHnanbHe HekoMepliiiHe MiANPHEMCTBO «3aKapnaTChKuii 0ONaCHUM KIIIHIYHUNA LEHTP
Kap/IioJorii Ta KapaioXipyprii» 3akapnaTchkoi 00J1acHOT paau, Crieliagi3oBaHe BiIUICHHS
IUIsL XBOPHUX 3 iH(ApKTOM MioKapay, M. YKropon

Howmep Ta nata nakazy MO3 nipo
MPOBEJICHHS KITIHIYHOTO
BUIPOOYBaHHS

Ne 1104 Big 11.07.2025

Ha3ga kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BEpCis Ta 1ara

«PannomizoBaHe, oaBiliHE ciine, mianedo-koHTpoasoBaHe gociimkeHHs 11 dhasu B mapanenbHux
rpymnax Jyisi OIliHKYM BIUIMBY nipernapaty AZD0780 Ha cepiio3Hi MOOI4HI CepIieBO-CYIUHHI SBUINA Y
YYaCHHKIB 3 BCTAHOBJIEHUM aTE€POCKJIEPOTHYHUM CEPLIEBO-CYAUHHUM 3axBopioBaHHsIM (ACC3) abo
3 BUCOKUM pH3UKOM BUHHUKHEHHs mepioi moaii ACC3y», D7960C00015, Bepcis 1.0 Bix 11 kBiTHA
2025 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden
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B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaekcanap I'PIHEHKO
(migmuc) (Bnacue im’st TIPI3BUILE)
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110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BHUMPOOYBaHb JIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/KEHHS CYTTEBUX MOMPABOK)
26.08.2025 Ne 1336

InenTudikariisi CyTTeBOI MOMpPaBKU

3MiHa Miclis POBEJCHHS BUMPOOYBaHHS

BYJIO

CTAJIO

3aB. Big. Kupuuenko O.B.
KuiBcbka KiTiHIYHA JIIKapHS Ha 3aJ1I3HUYHOMY

tpancropti  No2  ¢imii «llenTp oxopoHu
3J10pOB’ 5 aKI[I0HEPHOTO TOBapUCTBA
«YKpaiHChbKa 3aTi3HULISY, BIJTIJIEHHS

ractpoeHteposorii, M. Kuip

nikap Kupuuenko O.B.

KuiBcbka KiIiHIUHA JIIKapHA Ha 3aJi3HUYHOMY
tpancropti Ne 2 imii «llertp oxoponu
3710pOB’51» AKI1110HEpHOTO TOBAapUCTBA
«YKpalHChbKa 3ai3HULA», MEHTP KIIHIYHUX
nociimkennb, M. Kuis

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KIIHIYHOTO
BUNPOOYBaHHS

Ne 1962 Bix 29.10.2018

Ha3ga kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BEpCisl Ta Jaara

«PanmomizoBaHe, TOJBiHE ciine, IUIANE00-KOHTPOILOBAHE Ta 3 AKTHUBHUM KOHTPOIIEM,
OararoreHTpoBe AOCTIHKeHHS (a3u 2/3, 10 MPOBOAUTHCS Y MapajeIbHUX IPYIax 3 METOK OILIHKH
e(eKTHUBHOCTI Ta Oe3MeYHOCT] TycenbKyMaly y MamieHTiB i3 xBopoOoto Kpona B akTuBHiil ¢a3i Big
CEPEHBOTO0 J0 BAXKOTo CTymeHs TsokkocTiy, CNTO1959CRD3001, 3 monpaBkoro 5 Bix 12 aumHs
2022 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

Janssen Pharmaceutica NV, Belgium / fluccen @apmanestuka HB, benbris

B.o. HayasibHuKa PapManeBTUYHOIO YIIPABJIIHHS

Oaekcanap 'PIHEHKO

(migmuc) (Bnacne im’st TIPI3BUILE)
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110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BHUMPOOYBaHb JIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/KEHHS CYTTEBUX MOMPABOK)
26.08.2025 Ne 1336

InenTudikariisi CyTTeBOI MOMpPaBKU

3MiHa Miclisl MPOBEECHHS BUIIPOOYBaHHS:

BYJIO

CTAJIO

K.M.H., 3aB. ieHTpoM Kiznosa H.M.
KomyHnanbHe HekoMmeplliiiHe MiANPHEMCTBO
«BiHHHMIbKa oOJlacHa  KJIiHIYHA  JIIKApHS
iMm. M.I. TluporoBa BiHHUIBKOI 001acHOT
Pagny, O0macHUM creriagi3oBaHui KiaiHIYHUHA
racTPOCHTEPOJIOTIYHHH IEHTpP, M. BiHHUIIs

K.M.H., 3aB. Big. Kiznosa H.M.

ToBapuCTBO 3 OOMEXEHOIO BiIIOBIAANBHICTIO
«llenTp rTacTpoeHTepoOTIi Ta MIETONOTII»,
racTpOCHTEPOJIOTIYHE BiIIUICHHS, M. BiIHHUIISA

3MiHa HA3BU MICIIb MPOBEACHHS BUIPOOYBAHHSI:

BYJIO

CTAJIO

nikap Jlormanimi T.1.

KomyHnanbHe HekoMmepIliiiHe MiANPHEMCTBO
KuiBcbkoi  obmacHoi  pamu  «KwuiBchkuit
o0JacHH EHTp peadimiTaiitHOl MeAUIIMHIY,
TepaneBtuune BigaineHHs, M. Kuis

nikap Jlormanimi T.I.

KomyHanbHe HekoMmepIliiiHe MiANPUEMCTBO
KwuiBcbkoi obmacHoi paau «KuiBchka oOacHa
KJIiHIYHA JKapHD», KOHCYJIbTaTUBHO-
JiarHOCTUYHUM 1IEHTpP, M. KuiB

k.M.H. Jaaumok C.B.

KomyHnanbHe HekoMmepIliiiHe MiANPHEMCTBO
KwuiBcbkoi obnacHoi paau «KuiBchka obiacHa
KJIIHIYHA JKapHY, KJIIHIYHANA
LEHTP TEparneBTUYHOrO npodinto,
HartionansHu# YHIBEPCUTET OXOPOHH 3710POB’ ST
Vkpaiau im. ILJI. Hlynuka, kadenpa teparii,
ciMenHO1 MeIULINHU, reMaToJIorii 1
Tpancgysiomorii, M. Kui

K.M.H. JJaaumok C.B.

KomyHanbHe HekoMepIliiiHe MiANPUEMCTBO
KwuiBcbkoi obmacHoi paau «KuiBchka oOsacHa
KIJIIHIYHA JIKapHSI», KOHCYJIbTaTUBHO-
IarHOCTUYHUI LEHTD, Hamionansauii
YVHIBEPCUTET OXOpPOHH 3II0pPOB’S  YKpaiHu
im. TLJI. Ilynuka, kadenpa teparii, ciMmeitHoT
MEIUIIMHMA, TeMaroyiorii 1 TpaHcdy3iomnorii,
M. KuiB

I.M.H., ipod. BaoBuuenko B.1.
Bigoxpemnennii miaposnin «Jlikapus CBaroro
[TanTeneiiMmona» KOMYHAJIbHOTO

HEKOMEpPIIHHOTO TMianpueMcTBa «JIbBIBChKE

I.M.H., mpod. BaoBuuenko B.1.

Binoxpemnennii miaposain «Jlikapas CsToro
[TanTenenmona» KomyHnansHoro
HEKOMEPLIMHOr0 MiaAnpueMcTBa «JIbBIBChKE
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TEepUTOpIaIbHE MeJIuYHE 00’ eTHaHHS
«bararonpodinpHa KJIIHI9YHA JiKapHS
IHTEHCUBHUX METOJIB JIIKYBaHHS Ta IIBUIKOI
Meau4yHoi  gomomorw», LleHTp  Tepanmii,
JIbBIBCHKHIT HallOHAJILHUH MEIUYHUN
yHiBepcuteT iMmeHi Jlanmmma [anwmipkoro,
kagenpa Tepamii Nel, MeIuHOT 11IarHOCTUKHU Ta
remaTtoyiorii 1 TpaHcdysionorii (axynprery
MICIIUIIIOMHOI OCBITH, M. JIEBIB

TEepUTOpiAIbHE MEJUYHE 00’ eTHaHHS
«bararonpodinpHa KIJIIHIYHA JKapHS
IHTEHCUBHUX METOJIB JIIKyBaHHSI Ta IIBUIKOT
MenuyHoi  gomomorw», LlenTp  Tepamii,
Jlep>kaBHE ~ HEKOMepLiHE  MiIMPUEMCTBO
«JIpBIBCBHKUIT HaIlOHAJIbHUHN MEIUYHUN
yHiBepcuteT imeHi Jlanuna [amumbkoroy,
kadeapa teparii Nel, MemnaHOT J1arHOCTUKH Ta
rematoJiorii i1 TpaHcdysiororii QakynbTeTy

MICIAIUIIIOMHOL OCBIiTH, M. JIEBIB

Howmep Ta nara nakazy MO3 npo Ne 641 Bin 16.04.2024
MPOBEACHHS KJIIHIYHOTO

BUIIPOOYBaHHS

Ha3Ba xiHiuHOTO BUNIPOOYBaHHS,
KOJI, BepcCis Ta Jara

«PangomizoBaHe, TmojBiliHEe ciime, OaraTomeHTpoBe nmociipkeHHs a3 Il ngug  omiHkM
JOBIOCTPOKOBOI €peKTHBHOCTI Ta Oe3neuHocTi npenapary ABX464 npu 3actocyBaHHi B 1031 25 Mr
a6o 50 mMr oawH pa3 Ha H00y SK MIATPUMYBAIBHOI Teparii B MAIIEHTIB 13 aKTUBHUM BHPa3KOBUM
KOJIITOM BiJ] CEpPEAHBOTO J0 TSHKKOTO CTyHeHs TsDKKocT»y, ABX464-107, Bepcis 5.0 Bix 10 xBiTHS
2024 poky

3asBHUK, KpaiHa Iinnpuemctso 3 100% inosemuoro inBectuiero «AMK’ FOBIA PJIC Ykpaixay

CnoHcop, KpaiHa ABIVAX, ®paniis

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaekcanap I'PIHEHKO

(i armc) (Bnacue im’st TIPI3BUILIE)



Jomarok 12

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BHUMPOOYBaHb JIKAPCHKHUX 3aCO0IB

Ta 3aTBEPIKEHHS CYTTEBUX IIOIPABOK
26.08.2025 Ne 1336

Inentudikaris cyrreBoi monpasku | Jlocke mociimkyBaHoro sikapcekoro 3aco0y Lenvatinib (E7080, HOPE), Bunanus 30, natoBane
TpaBHeM 2024 poky, Bepcit 08PW3P, Bix 22 nucronana 2024 p., aHrMiiCbKOI0 MOBOIO; BKitoueHHs
JOJTATKOBUX MICITh POBEICHHS KJIIHIYHOTO BUIPOOYBAHHS:

No I1.1.B. BiAIIOBINAILHOTO AOCIITHUAKA
/11 Ha3Ba micIisg npoBeieHHs KJIIHIYHOTO BUMPOOYBaHHS

1. | mikap Kymuk C.O.
ToBapuctBo 3 oOmexenoro BianoBiganbHicTIO «KJIIHIKA BEPYM EKCIIEPT»,
Menuunuii nentp, M. Kuis
2. | n.m.H., pod. Cryce B.II.
KomynanbHe miampueMcTBOo  «JlHimpomeTpoBcbka — obiacHa
iMm. LI. MeunukoBay JIHimponeTpoBChbKOi o0OIacHOT panu,
Ne2 (onkomoriune), M. JIHinpo
3miHa Miclisl MPOBEEHHS KITHIYHOTO BUTPOOYBaHHS:

KIIiHIYHA  JIIKapHS
BIIJIIJIEHHST  YPOJIOTii

«IIpukaprnaTChbKuii KIIHIYHUN OHKOJOTIYHUI
neHTp IBaHO-DpaHKIBCHKOI 00JACHOT paamy,
xipypriuae BiamaieHHs Ne3 TOpMOHO3aIEKHUX
OyXJIMH Yy OKiHOK, [BaHO-®paHKiBCHKUI
HaI[lOHAJILHUHN MEIUYHUN YHIBEpPCHUTET,
kadenpa onkoorii, M. IBaHO-DpaHKIBCHK

BYJIO CTAJIO
I.M.H., mpo¢. KpmxaniBcbka A.€. I.M.H., mpo¢. KpmxaniBcbka A.€.
KomyHnaneHe HekoMepIliiHe mianpueMcTBO | KoMyHanbHe HEKOMEpIiHHE —IiINPHEMCTBO

«IIpukaprnaTChbKuii KIIHIYHUN OHKOJIOTIYHUN
neHTp IBaHO-DpaHKIBCHKOI 00JaCHOT paamy,
JeHHUW  cramioHap, IBaHo-DpaHKIBCHKUI
HaIllOHAJIbHUH MEIWYHUNA  YHIBEPCUTET,
kadeapa onkosorii, M. IBano-dpaHKIBCEK

Howmep Ta nara nakazy MO3 npo
MPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1326 Big 02.07.2021

Ha3Ba xiHiuHOTO BUNIPOOYBaHHS,
KOJI, BepcCisi Ta Jara

«bararouentpose, Biakpute mociipkeHns III ¢a3m nas OmiHKKM TOBrOCTPOKOBOI OE3MEYHOCTI Ta
e(eKTUBHOCTI B YYaCHHKIB, SIKUM Hapa3li NpPOBOJIMTHCA JIKYBaHHA a00 CIOCTEPEKEHHS Yy




MIPOJIOBXKEHHS toAaTka 12

JOCIIJKEHHSX, 110 BKJIIOYAIOTH eMOpomizymady, MK-3475-587, 3 iHKOpIIOpOBaHOIO MOMPABKOIO
08 Bix 25 motoro 2025 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MexeHo10 BianoBiganpHicTIO «MCJI Ykpainay

CnoHcop, KpaiHa

TOB Mepk Hlapn enx loym, CHIA (Merck Sharp & Dohme LLC, USA)

B.o. HayanibHuKka PapManeBTUYHOIO YIIPABJIIHHS Oaekcanap 'PIHEHKO

(mimuc) (Bnacue im’s [TPI3BUILIE)



Honatoxk 13

110 HaKa3y MiHicTepCcTBa OXOPOHH 370POB’ S
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BHUMPOOYBaHb JIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/KEHHS CYTTEBUX MOMPABOK)
26.08.2025 Ne 1336

InenTudikariisi CyTTeBOI MOMpPaBKU

3arydeHHs J0JIaTKOBUX MICIIh MIPOBEICHHS KJIIHIYHOTO BUTPOOYBAHHS:

Ne
1/

[1.I.B. BiAMOBiATBHOTO AOCIITHUKA
Ha3Ba micIisg npoBeieHHs KJIIHIYHOTO BUPOOYBaHHS

1.

nikap ITonomapenko K.B.
ToBapucTBO 3 00OMEXEHOI BiAMOBIAaNBHICTIO «['apMoOHis Kpacw», MeaudyHuil 1EeHTp,
M. KuiB

nikap Pomantox B.II1.
KomynanbHe HekoMmepuiiiHe miaAnpueMcTBo «YepHiriBcbka oOmacHa  JIKapHsD»
YepHIriBcbKoi 00J1aCHOT paJid, PeBMATOJIOTTYHE BiTiJICHHsI, M. YepHIriB

K.M.H. Barieba M.O.

JlikyBaJIbHO-1arHOCTUYHUN LEHTP MiANpHEMCTBA «JIIKyBaabHO-T1arHOCTUYHUI IIEHTP
«Kmninika Casaroro Jlykm» IBaHO-®paHKiBCHKOr0 ApXi€mapxiadbHOTO YIpaBIiHHSI
Vkpaincekoi ['pexo-Katonmuupkoi IlepkBu», KoHCynbTaTHBHO-TIKYBAJIBHE BiITUICHHS
«HaykoBo-nocii THUIIbKUH TIEHTPY», M. IBaHO-DpaHKiIBChK

a.M.H., mpod. ['onouenko O.1.

ToBapucTtBO 3 00MEXEHOIO BiAMOBiAanbHICTIO «Menuunuii nentp Xenc Kiiniky,
Menuunuii KIIHIYHANA JOCHITHULIBKUAN TIEHTP, BT Kapioyiorii Ta peBMaTOJIOTII,
M. Binaums

nikap Yymauenko I'.A.
ToBapuctBo 3 oOMexeHO BignoinanpHicTIO «MenOyn-Kminik», JlikyBajgbHO-
npodLTAKTHIHUHN T APO3 AT MEIUIHOTO IEHTPY, M. KuiB

nikap beiiko I'.B.
MeauuHuii LEHTP TOBAapUCTBA 3 OOMEXKEHOIO BiamoBifganbHicTIO «LleHTp cimeitHol
MEJUITMHU TUTI0CY, JIIKyBabHO-NpOdITaKTUYHUN TiIpo3ai1, M. Kuis

K.M.H. IBanoBa K. A.
MenuyHuii IEHTP TOBApUCTBA 3 OOMEXKEHOI BiNMOBiNambHICTIO «EnensBeiic Memikey,
JlikyBanpHO-ipodisTakTHUHUH migpo3in, M. Kuis

a.M.H., mpod. [Hlepuyk C.B.




IIPOJIOBXKEHHS fojaTka 13

VYHiBepcuTeTchbKa JiKapHd BiHHHMIIBKOTO HAI[lOHAIBHOTO MEIUYHOTO YHIBEPCUTETY
im. M.I. TluporoBa, PeBmMarosoriude BIIAUICHHS 3 TEPaNeBTUUYHUMHU JIKKAMH,
BinHunpkuii HarioHanbHMKA MenuuHui yHiBepcuteT iM. M.I. Iluporoma, kadenpa
BHYTPIIHKO1 MeauiHn No2, M. BinHuUIs

Howmep Ta nara nakazy MO3 npo Ne 1687 Bin 04.10.2024
MPOBEACHHS KIIIHIYHOTO

BUIIPOOYBaHHS

Ha3pa kiiniunoro BunpoOyBanns, | «®aza 3, OGararoneHTpoBe, paHAOMi30BaHE, MOABIMHO 3aciiIuieHe, Tuiaie0o- KOHTPOJbOBaHE, B

KOJI, BepcCis Ta Jara napajeIbHUX TpyHax [JOCHIDKEHHS MIJs OLIHKH e(QEeKTHUBHOCTI, O€3leKH Ta MepeHOCUMOCTI
[lenepuMopa y DOpOCHHMX TAII€HTIB 3 CUCTEMHUM 4epBOHMM BoBuYakoM (CUB) cepemnporo Tta
TSOKKOTO CTymneHs Ha QoHi 6a3oBoi Tepamii», ID-064A302, ¢inansaa Bepcis 2 Big 06 rpyans
2023 p.

3asiBHUK, KpaiHa TOB «CanaKiic», Ykpaina

CnoHcop, KpaiHa Idorsia Pharmaceuticals Ltd, Switzerland

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaekcanap I'PIHEHKO

(i armc) (Bnacue im’st TIPI3BUILIE)



Honatox 14

110 HaKa3y MiHicTepCcTBa OXOPOHH 370POB’ S
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BHUMPOOYBaHb JIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/KEHHS CYTTEBUX MOMPABOK)
26.08.2025 Ne 1336

InenTudikariisi CyTTeBOI MOMpPaBKU

3arydeHHs J0JIaTKOBUX MICIIh MIPOBEICHHS KJIIHIYHOTO BUTPOOYBAHHS:

No I1.1.B. BiAIIOBITAILHOTO HOCIITHUAKA
/11 Ha3Ba micIisg nmpoBeieHHs KJIIHIYHOTO BUMPOOYBaHHS
1. | nikap [Tonomapenko K.B.
ToBapucTBO 3 00OMEXEHOI BiAMOBIAaNBHICTIO «['apMoOHis Kpacw», MeaudyHuil 1EeHTp,
M. KuiB
2. | mikap Pomanrok B.II.
KomynanbHe HekoMmepuiiiHe miaAnpueMcTBo «YepHiriBcbka oOmacHa  JIKapHsD»
YepHIriBchbKoi 00J1aCHOT paJid, peBMATOJIOT1YHE BiTiJICHHsI, M. YepHIriB
3. | k.M.H. Bauie6a M.O.
JlikyBaJIbHO-1arHOCTUYHUN LEHTP MiANpHEMCTBA «JIIKyBaabHO-T1arHOCTUYHUI IIEHTP
«Kmninika Casaroro Jlykm» IBaHO-®paHKiBCHKOr0 ApXi€mapxiadbHOTO YIpaBIiHHSI
VYkpaincekoi ['pexo-Karonuipkoi llepkBu», KOHCYJIbTaTUBHO-TIKYBaJdbHE BIIJIUICHHS
«HaykoBo-nocii THUIIbKUH TIEHTPY», M. IBaHO-DpaHKiIBChK
4. | n.Mm.H., ipod. ['omoBuenko O.1.
ToBapuctBo 3 oOMexeHOW BiAmoBiganpHicTIO «Meanunuii Llentp Xenc Kiiniky,
Menuunuii KIIHIYHANA JOCHITHULIBKUAN TIEHTP, BT Kapioyiorii Ta peBMaTOJIOTII,
M. Binaums
5. | mikap YUymauenko I".A.
ToBapuctBo 3 oOMexeHOIO BiamoBimanbHicTIO «MenOya-Kiinik», JiKyBabHO-
npodLTAKTHIHUHN T APO3 AT MEIUIHOTO IEHTPY, M. KuiB
6. | mikap beiiko I'.B.
MeauuHuii LEHTP TOBAapUCTBA 3 OOMEXKEHOIO BiamoBifganbHicTIO «LleHTp cimeitHol
MEJUITMHH TUTIOCY, JTIKYBATBHO-TPOG1TaKTUYHUH 1 apo3au1, M. Kuis
7. | k.m.H. IBanoBa K.A.
Menuunuii nentp ToBapucTBa 3 0OMeXeHOW BianmoBiganpHICTIO «EnenpBeiic Memikey,
JIKYBaJIbHO-IPOQIAKTUYHUHE mipo3 i, M. Kuis
8. | n.m.H., mpod. Hlepuyk C.B.




MIPOJIOBXKEHHS toAaTka 14

VYHiBepcuTeTchbKa JiKapHd BiHHHMIIBKOTO HAI[lOHAIBHOTO MEIUYHOTO YHIBEPCUTETY
iMm. M.I. TluporoBa, peBMaTOJIOTIYHE BIJJIUJICHHS 3 TEPaNeBTUYHUMHU JIKKAMH,
BinHunpkuii HarioHanbHMKA MenuuHui yHiBepcuteT iM. M.I. Iluporoma, kadenpa
BHYTPIIHKO1 MeauiHn No2, M. BinHuUIs

Howmep ta nata nakazy MO3 npo Ne 1598 Bin 17.09.2024
MPOBEACHHS KIIIHIYHOTO

BUIIPOOYBaHHS

Ha3pa kiiniunoro BunpoOyBanns, | «®aza 3, OGararoneHTpoBe, paHAOMi30BaHE, MOABIMHO 3aciiIuieHe, Tuiaie0o- KOHTPOJbOBaHE, B

KOJI, BepcCis Ta Jara napajeIbHUX TpyHax [JOCHIDKEHHS MIJs OLIHKH e(QEeKTHUBHOCTI, O€3leKH Ta MepeHOCUMOCTI
[lenepuMopa y DOpOCHHMX TAII€HTIB 3 CUCTEMHUM 4epBOHMM BoBuYakoM (CUB) cepemnporo Tta
TSOKKOTO CTymneHs Ha QoHi 6a3oBoi Tepamii», ID-064A301, ¢inansaa Bepcis 2 Big 04 rpyans
2023 p.

3asiBHUK, KpaiHa TOB «CanaKiic», Ykpaina

CnoHcop, KpaiHa Idorsia Pharmaceuticals Ltd, Switzerland

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaekcanap I'PIHEHKO

(i armc) (Bnacue im’st TIPI3BUILIE)



Homarox 15

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BHUMPOOYBaHb JIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/KEHHS CYTTEBUX MOMPABOK)
26.08.2025 Ne 1336

InenTudikariisi CyTTeBOI MOMpPaBKU

3MiHa KITBKOCTI Cy0’ €KTIB TOCTIDKEHHSI B Y KpaiHi — 30UIbIIICHHS KITHKOCTI MAIIEHTIB A1 Y KpaiHu
320 no 30

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KIIHIYHOTO
BUIPOOYBaHHS

Ne 2012 Big 03.12.2024

Ha3ga kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BEpCis Ta jara

«MixHapogHe O0araToIleHTpOBE, paHJOMIi30BaHe, MOJBIHE ciine, Mane60-KOHTPOIHOBAHE
JOCIIKEHHsT Oe3nekn Ta €(eKTHBHOCTI aHTUKOPOHABIPYCHOTO TIMEPIMYHHOTO IMYHOTJIOOYIiHY
IpU BHYTPIIIHLOBEHHOMY 3aCTOCYBaHHI y JOPOCIUX aMOyJIaTOPHMX MAIliEHTIB HA PaHHIX CTalifx
COVID-19», INSIGHT 012, Bepcis 3.0 Bix 08 6epesnst 2023 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MEKEHOI0 BiAMOBIAAIBHICTIO «DapMakci-YKpaiHay

CnoHncop, kpaiHa

VYuiBepcurer Minnecoru, CIIIA / The University of Minnesota, UMN, USA

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaekcanap I'PIHEHKO

(i armc) (Bnacue im’st TIPI3BUILLIE)



