Honatox 1

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
15.01.2026 Ne 51

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«baratoneHTpoBe, B mapajeibHUX rpynax, paHaoMi3oBaHe, MOABIHHE ciine JociKeHHs Ga3u 2
B YOTHUPBOX IPyTax JJIs OILHKHU e(eKTUBHOCTI Ta 6e3nexun AZD1163 y y4acHUKIB 3 peBMaTOITHUM
apTpuToM Bix moMipHOi 10 BuUcOKOi akTuBHOCTI (LaunchPAD-RA)», kom mociimxeHHs
D9640C00003, Bepcis 2.0 Bix 30 Bepecust 2025 poky

3asBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHncop, kpaiHa

AstraZeneca AB, Sweden

[Tepenik qocmiaKyBaHUX JIKAPCHKUX
3ac00iB JiKapceka Gpopma,
JI03yBaHHs, BUPOOHHUK, KpaiHa

AZD1163 (AZD1163); AstraZeneca Nijmegen B.V., Netherlands; Medlmmune, LLC, USA;
MEDIMMUNE LTD (PART OF THE ASTRAZENECA GROUP), UNITED KINGDOM,;
ASTRAZENECA UK LIMITED — MACCLESFIELD DEVELOPMENT, UNITED KINGDOM,;
AstraZeneca AB, Sweden; Fisher Clinical Services UK LTD, United Kingdom; Fisher Clinical
Services, Inc., USA; Fisher Clinical Services GmbH, Germany; Fisher Clinical Services, Inc.,
USA; Fisher Clinical Services PTE Ltd, Singapore; ALMAC CLINICAL SERVICES LIMITED,
UNITED KINGDOM; Almac Pharmaceutical Services Pte, Singapore; Almac Clinical Services,
United States;

[Tnane6o 1o AZD1163, IIpuBatHe akuioHepHe ToBapucTBo «@DapmaneBTuuHa dipma «JapHUIID
(ITpAT «Papmauetuuna pipma «lapHui»), Ykpaina

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

1) nikap Kypunpuuk 1.B.

MeauuHuil HEHTp TOBapHCTBa 3 0OMEKEHOI0 BIINOBLAANbHICTIO «Mennunuii ientp «Koncuniym
Menikam», KI1HIKO-KOHCYJIbTaTUBHE BiaineHHs, M. Kuis

2) k.M.H. Banieba M.O.

KomyHnanbHe HekoMmepliiiHe mianpueMcTBO «Micbka KiiHiuHa JikapHa Nel IBaHO-PpaHKIBCHKOI
MICBKOT pajin», BIIIIICHHS CIIeiali30BaHOT KOHCYJIHTATUBHOT TOTTOMOTH, M. [BaHO-DpaHKIBChK 3)
K.M.H. [IBanoBa K.A.

MeauuHuil 1EHTp TOBapUCTBa 3 OOMEXKEHOIO BIANOBIJAIBHICTIO
JiKyBaJIbHO-IPOUIaKTUYHUHN mipo3ain, M. Kuis

«EnensBeiic Memikey,

[IpenapaTy mOpiBHSAHHS, BAPOOHHUK
Ta KpaiHa




2 MPOJIOBKEHHS toAaTka |

CymnyTHi MaTepianu/mpenaparu
CyNyTHBOI Tepamnii/ropuanyHa abo
¢izuuna oco0a, sKa Jie 3a
JIOBIPEHICTIO, SIKY HAJIaB CIIOHCOP Y
3asIBHUK HA BBE3CHHS
JIOCJTIJDKYBaHUX JIIKAPCHKUX 3aC001B
Ta CYNyTHIX MaTepiajiB

Komnanis, sika Jii€ 3a TOBIpEHICTIO, SIKY Ha/laB CIIOHCOP YW 3asBHUK HA BBE3EHHS JOCIIIKYBaHUX
JiKapchKux 3aco0iB Ta cymyTHix MatepianiB: TOB « A'EHIIA «C.M.O.-YKPAIHA»

B.o. HauanbHuka PapMaleBTUYHOTO YIIPABJIiHHSA Ouekcanap 'PIHEHKO

(migmuc) (Bnacue im’st ITIPI3BUIIIE)



JonaTtoxk 2

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPChKUX 3aC001B Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
15.01.2026 Ne 51

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«®aza II, MixHapoane, OaraTOIICHTpOBE, MOJABIHHE CIiNe, PaHIOMI30BaHE, KOHTPOJIhOBAHE
AKTUBHUM TIpENapaToM, TPHOXETAIMHE NEPEeXPeCcHEe MOCHIIKCHHs JUIS OLIHKU TepareBTHYHOI
€KBIBaJICHTHOCTI J1030BaHOT0 aepo3oibHoro inramaropa CHF5993 3 nozamu 100/6/12,5 mxr HFA -
152A y nopiBHsHHI 3 1030BaHUM aepo3oiabHUM iHTansTopom CHF5993 3 nozamu 100/6/12,5 mxr
HFA-134A y nariedTiB i3 OpoHXiaJbHOI aCTMOIO JIETKOTO Ta CEPEAHBOrO CTYMEHS TKKOCTI
(mocmimxerast TRECONY)», kon nociimkenus CLI-05993AA9-01, Bepcis 2.0 Big 21 nunHs
2025 poky

3asiBHUK, KpaiHa

TOB «®OPTPIA JEBEJIOIIMEHT YKPAIHA»

CnoHcop, kpaiHa

«K’e31 @apmarnenriui C.m. Ay, Itamis

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

CHF5993 pMDI 100/6/12.5 mxr Jlo3oBanuii aepo3onsHuii iHramsrop (HAI) (Oexmomerasony
nunporionat [BDP] 100 mxr + dopmotepony dbymapar [FF] 6 mxr + raikoniponito 6pomin [GB]
12,5 mkr) wepe3 JIAI 3 nponenentom rigpodropaikanom (HFA)-152a (CHF5993 pMDI (100) -
152a; beknomerazony aumnponionat 6e3sonnuit (BAII), pymapar popmorepony nurigpar (PD),
riikomnipoHito 6pomia (I'b)); Aepozosnpb nns iHranauii mix tuckom; BDP 100 ug + FF 6 pg + GB
12.5 pg mxr (mikporpamu) / nosza; Chiesi Farmaceutici S.p.A., Itamis; ALMAC CLINICAL
SERVICES LIMITED, United Kingdom; Chiesi Farmaceutici S.p.A., Italy; Chiesi SAS, France;
Chiman srl, Italy; Eurofins Biolab SRL, Italy

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

1) a.M.H., npod. Acanos E.O.

HepxaBHa ycraHoBa «IHctuTyT reponTosorii imeni J[.d. YeboraproBa HanioHansHOi akagemii
MEIMYHUX HayK YKpaiHw», BIAALT KIIHIYHOI (i310JI0Tii Ta MaToJIorii BHYTPILIHIX OpraHis,
3arajibHOTEparieBTUYHE BiagineHHs, M. KuiB

2) k.M.H. Jlo6psiHchkuii [1.B.

ToBapuctBo 3 oOMexeHoro BinmoinanbHicTI0O «Mennunuii nentp «APTEC MEIIKYMy,
JKYBaJIBHO-JIIarHOCTUYHE BifAieHHs, M. KuiB

3) a.Mm.H., mpod. Denopos C.B.




2 MPOJIOBKEHHS ToAaTKa 2

KomyHansHe HekoMepIliiHe mianpueMcTBO «Michka kiiHiuHA JiikapHs Nel IBaHo-®paHKiBChKOT
MICBKOI pain», BIJIJICHHS CIENiali30BaHO1 KOHCYJIbTaTUBHOI JOITOMOTH, M. IBaHO-DpaHKiBChK
4) k.M.H. Murosuu B.B.

Komynanbne Hekomepiiiine mignpueMcTBo «lleHTpanpbHa Micbka KiiHIYHa JikapHs IBaHO-
®dpaHKIBCHKOT MiCbKOT paan», TepaneBruune BiaaiaeHHs Nel, M. IBano-PpaHKiBChK

5) n.m.H., ipod. Koncrantunosuy T.B.

KomyHansHe HekoMepItiiHe MiAnTpueMCTBO «BiHHuIbKa MichKka KimiHIYHA JikapHs Nely, Kiiniune
MyJTbMOHOJIOTIYHE  BiJIiJIeHHs, BIiHHMUIBKHMN  HAIlOHAIBHUH  MEIUYHUN  yHIBEPCHTET
iMm. MLL. TIuporosa, Kadenpa nponeneBTUKN BHYTPIIIHBOT MEIULIMHU, M. BiHHHIIS

6) n.m.H., npod. Kosanenko C.B.

Ob6nacHe KOMyHaJIbHE HEKOMeEpIiliHe miAnpueMCcTBO «YUepHiBenbka 00JiacHa KITIHIYHA JIIKapHD»,
BIJUTUTCHHS ITyJIBMOHOJIOTIT, M. UepHiBIIi

7) nikap Kpusopyuxko LT

JlikyBaJIbHO-TIarHOCTUYHUI TIeHTp ToBapucTBa 3 OOMEXKEHOIO BiIMOBITAIBHICTIO «MeanuHui
nikyBaibHO-AiarHoctTuunuil entp « MEJIIOHy, nonikniniune BigaineHHs, M. [lontasa

8) mikap HoBocrkonosa 1O.€.

KomyHnanbHe HekoMmepuiiiHe mianpueMcTBo «Onechka oOnacHa KiiHIYHA JikapHs» Opecbkoi
obnacHO1 panu, BIIIIICHHS TyJIbMoHOorii, M. Oxeca

9) a.Mm.H., mpod. OcTpoBcbkuit M.M.

Komynanene HexomepuiiiHe mianpuemMctBo «LleHTp iH@ekuiiHuX 3axBOproBaHb I[BaHO-
®paHKiBCHKOT 00J1aCHOT paain», MyJIbMOHOJIOTIYHE BiJIIIEHHS, M. IBaHO-DpaHKiBChK

10) x.m.H. [Ipumymiko H.A.

JepxaBHa ycraHoBa «HanionaneHui HaykoBUi HEeHTP (TU31ATPii, MYJIBMOHOJIOTII Ta alneproiorii
iMmeni @.I'. SnoBchkoro HarmioHanbHOT akageMii MEAMYHUX HAyK YKpaiHU», BiIAUICHHS
myJibMoHoJorii, M. Kuis

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




3 MIPOJOBXKEHHS JoJaTKa 2

«YHIBEpCUTETChKA  KIIHIKa» BIHHUIBKOTO  HAIIOHAIBPHOTO  MEIWYHOTO  YHIBEPCHUTETY
iMm. M.L. TuporoBa (IiKyBaJbHO-HABUAIbHO-HAYKOBUN LIEHTP), TEpANeBTUYHE BiIIiJICHHS,
Binnunpkuii HamioHanpHUNW MeaudHuiA yHiBepcuTeT iM. M.I. Iluporosa, kadeapa BHYTPIIIHBOI
Mmegunuan Ne2, M. Binuuis

12) x.m.H. Cnerruenko H.C.

KomynanbHe HekoMepuiliHe mianpueMcTBo « BiHHUIIbKA MichKa KiIiHIUHA JiKapHs Nely, kiiHiuHE
TepaneBTHYHe BigauieHHs Nel, BiHHMIBbKHMN  HAI[lOHATBHUN  MEIWYHUH  YHIBEPCHUTET
im. ML.I. Iluporosa, xadeapa nporneaeBTUKA BHYTPITHBOI MEIUIIUHA, M. BiHHUISA

[Ipenaparu mopiBHSIHHS, BAPOOHUK
Ta KpaiHa

CHF5993 pMDI (TRIMBOW®) with HFA-134a (CHF5993 pMDI-134a; bekiomera3ony
mumnporionart; [ikomniposiro 6pomin; @opmoTepory pymapar auriapar); Aepo30iib Ui iHT SN
mig TuckoMm; Beclometasone Dipropionate 100png, Formoterol Fumarate Dihydrate 6pg,
Glycopyrronium Bromide 12.5ug mxr (mikporpamu) / no3a; Chiesi Farmaceutici S.p.A., Itais;
ALMAC CLINICAL SERVICES LIMITED, United Kingdom; Chiesi Farmaceutici S.p.A., Italy;
Chiesi SAS, France; Chiman srl, Italy;

CHF718 pMDI 100 pg with HFA-134a (CHF718 pMDI-134a (100); beknomera3ony
JTUNpOIMioHar); Aepo3oib 1 IHrassnii nig tuckom; BDP 100 pg mxr (mikporpamn) / no3a; Chiesi
Farmaceutici S.p.A., Itanis; ALMAC CLINICAL SERVICES LIMITED, United Kingdom

CymnyTHi MaTepianu/mpenaparu
CYNyTHBOI Tepamnii/topuindHa abo
¢biznyHa oco0a, sKa Jie 3a
JIOBIPEHICTIO, IKY HAJIaB CIIOHCOP Y
3asBHUK Ha BBE3CHHS
JIOCIIJKYBaHUX JIIKApChKUX 3ac001B
Ta CYNyTHIX MaTepiajiB

(Placebo) CHF5993 pMDI HFA-152a; Aeposonb uist iHramsuii mig tuckoM; Chiesi Farmaceutici
S.p.A., Itanis; ALMAC CLINICAL SERVICES LIMITED, United Kingdom; Chiesi SAS, France;
Chiman srl, Italy; Eurofins Biolab SRL, Italy

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Oaexcanap I'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)



Jonmatok 3

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
15.01.2026 Ne 51

Inentudikariist CyTTEBOI MOMPaBKU

Omnognene J[ocke 10CIIIKYBAHOTO JIIKapChKOro 3aco0y Tuduemanimad — Pozain Quality, Bepcis 4.0
Bix 20 mucronana 2025 poky; [adopmartis s namienta i @opma iHpopMoBaHoi 3roau, Moenb s
VYkpainu, Bepcist 3.0 Big 12 nmucronana 2025 poky, yKpaiHCbKOIO Ta pOCIHCHKOI0 MOBaMU

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1553 Bix 06.09.2024

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PannomizoBane, moABiHE ciine, IMIANE00-KOHTPOJIbOBAHE, MYJIbTUPETIOHATbHE KIIIHIYHE
nocmimxenns 111 ¢as3u 3 oninku TopunaniMaly Mpu HOTO 3aCTOCYBaHHI Y BUTIISAI MOHOTepanii abo
y koMmOiHartii 3 Tudpuemanimadbom (JS004/TAB004) B sskoCcTi KOHCOMI IaliiHOT Teparnii y HarieHTiB 3
JOKaJTi30BaHUM JAPIOHOKITITHHHUM paKkoM JieTeHb Oe3 MpOorpecyBaHHS 3aXBOPIOBAHHS ITiCIIS
npoBeieHoi XiMionpomeHeBoi Tepamiiy, JS004-008-111-SCLC, Bepcis 3.0 Bix 28 tpaBHs 2024 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Vkpaina»

CnoHncop, kpaiHa

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

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st ITPI3BUILIE)



Jonatok 4

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
15.01.2026 Ne 51

Inentudikariist CyTTEBOI MOMPaBKU

bpomypa nociaigauka mist CND261, Bepcis 4.0 Big 12 mucronana 2025 poky, aHTIIIHCHKOI0 MOBOIO;
Jloche 3 IKOCTI IOCIIIKYBAHOTO Jikapchkoro 3acody (IMPD) CND261, Bepcist 2.0 Bix 21 nucromana
2025 poky, aHTJIIHCHKOIO MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1271 Bix 11.08.2025

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«Bigkpure OaraTomeHTpoBe nociipkeHHS (a3u 1b mas ormiHku Oe3rmeyHoCTi, MEPEHOCUMOCTI,
(hapMakoKiHEeTHKH, (papMaKOAMHAMIKH, IMyHOTC€HHOCTI 1 TIONIEPEIHBOT OI[IHKY KJIIHIYHOT aKTHBHOCTI
npernapaty CND261 y mami€eHTiB 13 CEpONO3UTUBHUM peBMaToigHuM apTputom», CND261-101,
Bepceis 4.0 Bix 27 cepas 2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

Cnoncop, kpaiHa

Kannin Tepansiotike, Ink., CIIIA/ Candid Therapeutics, Inc., USA

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st ITIPI3BUILIE)



JlomaTok 5

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
15.01.2026 Ne 51

Inentudikariist CyTTEBOI MOMPaBKU

Bri1roueHHsI J0AaTKOBOTO MICIIsl IPOBEICHHS KIITHIYHOTO BUITPOOYBaHHS:
No I1L.LB. BiAMOBiTAIEHOTO AOCITHUKA
/11 HazBa Miciis mpoBeieHHs KJIIHIYHOTO BUIIPOOYBaHHS
1. | mikap Cxypenko O.41.
ToBapucTBO 3 OOMEXKEHOI BIAMOBIIATIBHICTIO «YKPAaiHCHKUI LEHTp TOMOTEpamii»,
Menu4Hui IEHTp, BiIIICHHS XiMioTepartii, M. KponuBHUIIBKUI

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIPOOYBaHHS

Ne 1659 Big 03.11.2025

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«KEYMAKER-UO1 migmocmimkenns 01J: PannomizoBane mapaconbpkoBe gocmimkeHs 11 ¢asu 3
MOYEProBUMHU TpyMHaMH JIOCIiHPKYBaHUX TMpenapariB, JUIsl MEpIIOi JiHIT JIKyBaHHS YYacHHKIB i3
PO3MOBCIOKEHUM a00 METaCTaTUYHUM HETUIOCKOKIITUHHUM HEAPIOHOKIITUHHUM PakoM JIET€HIB
(HAKPJI) 3 myTamisimu KRAS G12C», MK-3475-01J, Bepcis 00 Big 12 ceprust 2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTI0O «MC/] Ykpainay

CnoHcop, KpaiHa

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

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



JlomaTok 6

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
15.01.2026 Ne 51

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa Miclig IPOBEACHHS KIIHIYHOTO BUTPOOYBAHHS:

BYJIO CTAJIO
K.M.H. XaByHka M. 4. K.M.H. XaByHka M.51.
KomyHnanbHe HekomepiiiiHe mignpueMcTBo | ToBapuCTBO 3 OOMEKEHOIO BiIOBITABHICTIO
«JIpBIBCBKE TepUTOpialibHE memnune | <KHEMPO®OKYC», M. JIbBiB

o0’eqnanns «KiiHiYHA JiKapHS IUTAHOBOTO
JiKyBaHHS, pealOumitanii Ta  mHaliaTUBHOL
JOTIOMOTH» BITOKPEMJICHUH MiApo3aL, «5-a
JlikapHsi»,  HEBpOJOTiYHE  BUIIUICHHA 3
MEAMYHOI0 peadimitamieto, M. JIbBIB

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 762 Bin 20.04.2021

Ha3Ba kuiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta jara

«BATATOIIEHTPOBE PAHJIOMI3ZOBAHE ITOABIMHE CJIIIE JOCJIKEHHS GA3U 111 V
IMAPAJIEJIbBHUX TPYIAX 3 TIOJABIMHUM KOHTPOJIEM IUTALIEBO JJISI OILIIHKH
E®EKTUBHOCTI TA BE3IEYHOCTI OEHEBPYTUHIBY [TOPIBHSAHO 3
TEPUDJIIYHOMIJIOM V NOPOCJIMX TTALUIEHTIB 3 PEHUAVMBYIOUMM PO3CISIHUM
CKJIEPO30M», GN41851, Bepcis 8 Big 13 moToro 2025 p.

3asiBHUK, KpaiHa

ToBapucTBo 3 00MeKEHO0 BiANOBiAaIbHICTIO «Porr Ykpainay

CnoHcop, KpaiHa

®.Xodbdpmann-JIs Pour JIta, [seiuapis

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jlonatok 7

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
15.01.2026 Ne 51

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa Miclig IPOBEACHHS KIIHIYHOTO BUTPOOYBAHHS:

BYJIO CTAJIO
K.M.H. XaByHka M. 4. K.M.H. XaByHka M.41.
KomyHnanbHe HekomepiiiiHe minnmpueMcTBo | ToBapucTBO 3 0OMEXKEHOIO BiIIOBINANBHICTIO
«JIpBIBCBKE TepUTOpialibHE mennune | <HEMPODOKYCy, M. JIbBiB

00'eqnanns «KiiHiYHA JiKapHS IUTAHOBOTO
JiKyBaHHS, pealOumitanii Ta  mHaliaTUBHOI
JOTIOMOTH», BIJOKPEMJICHHH MIPO3aT «5-a
JlikapHsi», HEBpOJIOTIYHE  BIIJIUICHHS 3
MEAMYHOIO peadimitamieto, M. JIbBIB

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 2554 Bix 09.11.2020

Ha3Ba kuiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta jara

«BATATOIIEHTPOBE PAHJIOMI3ZOBAHE ITOABIMHE CJIIIE JOCJIKEHHS GA3U 111 V
IMAPAJIEJIbBHUX TPYIAX 3 TIOJABIMHUM KOHTPOJIEM IUIALIEBO JJIS OILIIHKH
E®EKTUBHOCTI TA BE3IEYHOCTI OEHEBPYTUHIBY [TOPIBHSAHO 3
OKPEJII3YMABOM V JOPOCJIUX ITALIEHTIB 3 TIEPBUHHUM IIPOI'PECYIOUMM
PO3CIAAHUM CKJIEPO30My, GN41791, Bepcis 8 Bin 13 mororo 2025 p.

3asiBHUK, KpaiHa

ToBapucTBo 3 00MeKEHO0 BiANOBiAaIbHICTIO «Porr Ykpainay

CnoHcop, KpaiHa

®.Xodbdpmann-JIs Pour JIta, [seiuapis

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jomatox 8

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
15.01.2026 Ne 51

Inentudikariist CyTTEBOI MOMPaBKU

bpomypa ocnigauka Hopaitpomin® (Comatpornin)- AehilUT TOPMOHY POCTY y AITEH Ta JOPOCIHX,
BugaHHA 5, ¢pinansHa Bepcis 1.0 Bix 13 mucronana 2025 poky, aHIITIHCEKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 1265 Bix 05.06.2019

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«ocnmimkennas 3 miadopy J03u JUIS OLIHKK €PEKTUBHOCTI 1 OE3MEKU 3aCTOCYBaHHS Iperapary
Comananuran (somapacitan) oIMH pa3 Ha THXJACHb y MOPIBHSHHI 3 3aCTOCYBaHHSAM IpemnapaTy
Hopaitpornian® (Norditropin®) ouH pa3 Ha ACHb y AITEH i3 3aTPUMKOIO POCTY, 110 OyJIM HAPOKEHI
MaJMMH JJIs TeCTAIIITHOTrO BiKY Ta HE Ha3JIOTHAJM y 3pOCTI JI0 BIKYy 2 pOKH Ta crapiie», NN8640-
4245, dpinansnaa Bepeis 12.0 Big 21 6epesnst 2024 p.

3asiBHUK, KpaiHa

TOB «HoBo Hopaick Ykpainay

Cnoncop, kpaiHa

Novo Nordisk A/S (Denmark)

B.o. HavaabHnKa PapManeBTHYHOIO YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jomatok 9

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
15.01.2026 Ne 51

Inentudikariist CyTTEBOI MOMPaBKU

301bIICHHS TEPMiHY TPHAATHOCTI JTOCIIKYBAHOTO Jlikapchkoro 3aco0y Capymapu6 (Saruparib,
AZD5305) 5 mr 3 54 micsaniB g0 60 MicsiiB; 30UTBIICHAS] TEPMiHY MPUAATHOCTI JOCITIIKYBAHOTO
nikapcbkoro 3aco0y Capymnapu6 (Saruparib, AZDS5305) 20 mr 3 54 wmicsamiB g0 60 MicsiB;
OmnositeHHs po3aitiB Jlocke TOCIIHKYBaHOTO JiKapchbkoro 3acody Saruparib (AZD5305), rabnerkw,
BKPUTI IJTIBKOBOIO 000JIOHKOIO, aHTIIIHCHKOI0 MOBOIO: BeTym Jlocke mocmipkyBaHOTO JTIKapChKOTO
3aco0y Saruparib (AZDS5305), Bepcis 1.0 Bim 04 mmcromama 2025 poky; P.8 CraGinbHICTH
mikapcekoro 3aco0y: P.8.1A Pestome mono crabinbHOCTI Jikapcbkoro 3acoOy, Bepcis 13.0 Bix
27 woBtHs 2025 poky; P.8.1B BUCHOBOK 110710 CTaOUIBHOCTI JIiKapchbKoro 3aco0y, Bepcist 13.0 Big
27 wostHs 2025 poky; P.8.3 Mani mono crabGinbHOCTI Jikapcbkoro 3aco0y, Bepcis 13.0 Bifg
27 xoBTHS 2025 poky; OHOBJIEHa Opolrypa AOCIiTHHUKA 110 penapaty TpacTy3yMad nepyKcTeKaH
(Trastuzumab deruxtecan (T-DXd)), Bepcis 12.0 Bix 16 sxoBTHs 2025 poKy aHTIIiHCHKOK MOBOO

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1469 Bix 21.08.2024

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«MonynpHa (a3za I/Ila, BimkpuTe OaraTroleHTpOBE JOCHI/KEHHS IS OI[HKKA Oe3meKH,
MIEPEeHOCUMOCTI, apMaKOKIHETHKH, (hapMaKoIMHAMIKU Ta MONEePeaHbOI €EeKTUBHOCTI 3pOCTAIOUNX
103 AZD5305, sk MoHOTepamii Ta B KOMOIHAIil 3 MPOTUINYXJMHHUMHU 3ac00aMM y TAII€HTIB 3
MPOrPECYOYUMH COJIITHUMHU 370siIKicHUMU HOBOyTBOpeHHsMH (PETRA)», D9720C00001, Bepcis
12.0, monpaska 11.0 Bix 16 cepnnst 2024 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Honatok 10

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
15.01.2026 Ne 51

Inentudikariist CyTTEBOI MOMPaBKU

Jlocke nmocmimkyBaHoro Jikapcbkoro 3aco0y SPY001-001 (IMPD-Quality), pemakmis 10.0 Bix
24 mucromana 2025 p.; Jlocke mociimkyBaHoro Jikapebkoro 3aco0y SPYPBO-101 (IMPD-Quality),
ocrarouyHa penakiiis 5.0 Big 25 nucromnama 2025 p.; Jlocke MTOCTIKYBAHOTO JIIKAPCHKOTO 3ac00y
SPYPBO-102 (IMPD-Quality), octarouna pemakmis 5.0 Bix 25 mucromana 2025 p.; [logokeHHs
TEPMiHY MPUIATHOCTI IOCHiKyBaHOTO Jikapchkoro 3aco0y SPYO001-001, po3uun st iH’€KIiH,
180 mr/vut (360 mr / 2 M) 3 18 1o 24 micsi; [TomoBxkeHHS TEPMiHY TPUIATHOCTI TOCIIKYBAaHOTO
nikapcekoro 3aco0y SPYPBO-101 Placebo, po3unn mst in’exuiii 3 18 mo 24 micsuis; [TogossxeHHs
TEpMiHY TPUIATHOCTI JOCIiIKyBaHOTO Jikapchkoro 3aco0y SPYPBO-102 Placebo, xonumenTpat
JUTSI IPUTOTYBAHHS PO3YMHY U1 1HQY3iH 3 18 10 24 micsiiB

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1271 Bix 11.08.2025;
Ne 1832 Big 02.12.2025

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJI, Bepcis Ta J1aTa

«IInardpopmue nocaimxenns Il ¢gas3u 3 ouiHkK ePeKTUBHOCTI i 6E3MEYHOCTI aHTUTLI TPUBAJIOI Jii
MPU 3aCTOCYBaHHI B PEXUMI MOHO- 200 KOMOIHOBAaHOI Teparlii 3 MPUBOY CEPEIHBbOTSIKKOTO abo
TSDKKOTO Tepeliry BHpPa3KoBOTO KOJITY B akTuUBHIM (opmi», SPY123-201, OcHOBHMI MPOTOKOI
KJiHIYHOrOo BUNpoOyBaHHd SPY123-201, penakuis 1.2 Bim 04 uyepBHsa 2025 p.; Homatok no
IPOTOKONIY KiIiHIYHOro BunpoOyBaHHA SPY123-201, mo omnmcye KOHKpeTHE BTpydYaHHS i3
3acrocyBaHHAM mpenapaty SPYO001, penakuis 1.1 Big 30 tpaBus 2025 p.;

«IInardpopmue nocaimxenns Il ¢gas3u 3 ouiHkK ePeKTUBHOCTI i 6E3MEYHOCTI aHTUTLI TPUBAJIOI Jii
MPU 3aCTOCYBaHHI B PEXUMI MOHO- 200 KOMOIHOBAaHOI Teparlii 3 MPUBOY CEPEIHBbOTSIKKOTO abo
TSDKKOTO Tepeliry BHpPa3KoBOrO KOJITY B akTuBHIM (opmi», SPY123-201, OcHOBHMI MPOTOKOI
KJIiHIyHOro BunpoOyBaHHa SPY123-201, penmakuis 1.2 Bim 04 uyepBusa 2025 p.; Homatok no
MPOTOKONIY KiIiHIYHOrO BunpoOyBaHHa SPY123-201, mo omnmcye KOHKpEeTHE BTpydYaHHS i3
3actocyBaHHAM KoMOiHanii SPY 120, pempaxuis 1.0 Big 21 cepnust 2025 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOO BIJIIIOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

CnoHcop, kpaiHa

«Cmnaep Tepan’totikc, Ink.» [Spyre Therapeutics, Inc.], CIIA

B.o. HayasibHuKka PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(mignuc) (Bnacue im’st [TIPI3BUILLE)



Jomatok 11

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
15.01.2026 Ne 51

InenTudikariist CyTTeBOI MOMPaBKU

[TonoBxeHHs TEpMiHY NMPOBEACHHS KIIIHIYHOTO BUIIPOOYyBaHHS B YKpaiHi 10 31 rpynus 2026 p.

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1962 Bix 29.10.2018

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«I[IpocnekTrBHE OaraToOICHTPOBE BIAKPUTE HENOpiBHsUIbHE nociimkeHHs Il ¢asum 3 meroro
BUBYCHHS O€3MEKH, MEPEHOCHUMOCTI Ta (PapMaKOKIHETHKH CeJNEKCUIIary B JIiTeH 3 JIEreHEBOIO
aprepiasibHOIO rineprensieo», AC-065A203, Bepcis 9 Bix 11 marotoro 2025 p.

3asBHUK, KpaiHa

ToBapucTBO 3 0OMexkeHoro BianoBiganbHicTIO «AJIFOCEHT VKPATHA»

CnoHncop, kpaiHa

Axremion @apmacerotikanc JIta., [Iseitapis (Actelion Pharmaceuticals Ltd, Switzerland)

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIIHHSA Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



JlomaTok 12

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
15.01.2026 Ne 51

Inentudikariist CyTTEBOI MOMPaBKU

[Hdopmamiitnuii mucTok 1 Gopma 3roam ajis MaIOMITHIX aiTed BikoM Bix 10 mo 12 pokis, Bepcis
2.0UKR(uk)1.0 Bix 12 rpyans 2025 poxy, nepexiiaa yKpaiHCbKor0 MOBOIO Bifl 17 rpyaus 2025 poky;
[Hpopmarmiitnuii TucToK 1 hopma 3roam g MAJIOMITHIX AiTe BikoM Bif 12 mo 14 pokiB, Bepcis
2.0UKR(uk)1.0 Bix 12 rpyans 2025 poxy, nepexiiaa yKpaiHCbKOr0 MOBOIO Bifl 17 rpyaus 2025 poky;
[HpopmamiitHuii MCTOK 1 hopMa 3roJ M HEMOBHOJITHBOTO TAIli€EHTa IS JiTeld BikoMm Bix 14 1o
18 pokis, Bepcist 2.0UKR(uk)1.0 Big 12 rpynus 2025 poky, mepekiaa yKpaiHCHbKOIO MOBOIO Bif
17 rpynus 2025 poky; [npopmartiitnuii muctok i popma iHGopMOBaHOT 3ro1u A YYACHUKIB, IKUM
BunoBHWIOCs 18 pokiB mig wac pocmimpkenns, Bepcis 2.0UKR(uk)1.0 Bix 12 rpyans 2025 poky,
nepekyiag ykpaiHcbkor MoBoio Bin 17 rpyans 2025 poky; Indopmamiiiamii muctok i gopma
iHopmoBanoi 3rogm OatekiB, Bepcis 2.0UKR(uk)1.0 Bim 12 rpymas 2025 poky, mepekian
yKpaiHcbkor0 MoBow Bif 17 rpyans 2025 poky; PoskampyBaHHs aHIMalliiHOTO Bi€O, fKe
JEMOHCTPYIOTh IiCIsl OTPUMAaHHS 3roAud Ha ydacTh y nociimkenni FENerationsl, Bepcis VO1
UKR(uk) Big 11 Bepecus 2025 poky, yKkpaiHChbKOIO MOBOIO; KBecT Ha TeMmy AOCIHIIKEHHS
FENerations] (po3kaapyBaHHs MyJIbTUMEIIMHOTO iIHTEpaKTUBHOTO MOAyJs), Bepcids VO1 UKR(uk)
BiJ 14 nucronana 2025 poky, yKpaiHChKOI MOBOIO

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1187 Bix 29.07.2025

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, BepcCis Ta faTa

«Bigkpute MOCHiIHKEHHS 3 OJHIEI0 TPYIMOIO ISl OLIHKH (papMaKOKIHETUKH, (papMaKoAMHAMIYHUX
edekTiB, 0€3MeYHOCTI Ta MEPEHOCUMOCTI PeHeOpyTUHIOY y JiTel Ta MUIITKIB 3 PELUIUBYIOUUM
po3cistHuM ckiepozom», CN45847, sepcis 1 Bix 10 mororo 2025 poky

3asBHHUK, KpaiHa

Iianpuemctso 3 100% inozemuoro inBectuiicio «AVMK’FOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

F. Hoffmann-La Roche Ltd, IlIBeiinapist

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHSA Ouaekcanap 'PIHEHKO

(mignuc) (Bnacue im’st [TIPI3BUILE)



Jonatok 13

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
15.01.2026 Ne 51

Inentudikariist CyTTEBOI MOMPaBKU

Bpomypa mocaigHuka 1uIst TOCTIKYBaHOTO JTiKapchkoro 3aco0y YnaganutuHio (ABT-494), Bepcis
16 Big 06 >xoBTHS 2025 poky

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 1465 Bin 08.08.2018;
Ne 490 Bix 05.05.2017;
Ne 403 Bix 04.05.2016

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«bararorienTpoBe, paHIOMi30BaHE, MOJBIHHE CIine, IIaned0-KOHTPOIbOBAHE JOBIOCTPOKOBE
MIPOJIOBXKEHE JOCITIIKEHHS MIATPUMYIOUOi Tepamii Al BUBYCHHS €(EKTUBHOCTI Ta OE3MEeUHOCTI
YnanauutuniOy (ABT-494) y narienTiB 3 xBopoboro Kpona, siki 3aBepmim nociimkeHas M14-
431 yu M14-433», M14-430, 3 iHKOPHOpPOBAaHUMH AJMIHICTPaTUBHUMHU 3MiHamMu 5,6 1 7 1
[Monpaskamu 1, 2, 3, 4, 5, 6, 7, 7.01, 7.02, 7.04, 8, 8.01, 9 Tta 10 Bixm 11 6epe3ns 2024 poxy;
«bararouentpoBe, TpuBaie momoBxkeHe gochimkeHHs III ¢a3su 3 ominkm Oe3medHoCTI Ta
epextuBHOCTI YnanauutuHiOy (ABT-494) y namieHTiB 3 BHpa3KoBUM KoijiTtom», M14-533, 3
IHKOPIOpOBaHUMHU AJMiHICTpaTUBHUMHU 3MiHamH 1, 3, 5, 6, 7, 8 (Tineku ans Kanaam), 9, 101 11
(tinbku pnst [omemni) ta [onmpaskamu 0.01, 1, 2, 3, 4, 5, 6, 7, 7.02 (tineku mis Himeuuunn), 7.03
(tineku 11t Kopei) ta 8, 8.02 (tinbku ans €C) 19 Bin 10 motoro 2025 poky;

«PannomizoBane, mnoaBiiiHe cmine pocmikeHHs, Il ¢asu, 1d NOpiBHAHHA mpemnapaTy
VYnagauutuni6 (ABT-494) 3 mmane6o Ta 3 aganiMymabom, y Malli€HTIB 3 CEPEAHBOTKKOI abo
TSKKOIO (pOpMaMM aKTUBHOT'O PEBMATO1IHOTO apTPUTY, III0 OTPUMYIOTh CTaOUIbHY 0a3UCHY TEPAIiio
METOTPEKCATOM Ta HE JOCATJIM aJeKBaTHOI BIAMOBIAI Ha Hei», M14-465, 3 IHKOPIOPOBAaHUMH
AnMinictpatuBHuME 3miHamu 1, 2, 3 14 ta [Tompaskamu 0.01, 0.01.01, 1, 2, 2.02, 3, 3.01, 4, 4.03,
5,6, 7 ta 8 Bix 10 kBiTHs 2023 poky

3asBHHUK, KpaiHa

«E060Bi biodhapmacerotikans ['m6X», [lIBelnapis

CnoHcop, KpaiHa

AbbVie Inc., USA

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHSA Ouaekcanap 'PIHEHKO

(mignuc) (Bnacue im’st [TIPI3BUILE)



Jomatok 14

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

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
15.01.2026 Ne 51

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa Ha3BH MiCIIsl IPOBEICHHS BUITPOOYBAHHSL:
BYJIO CTAJIO
3aB. Bixg. Ycenko I'.B. 3aB. Big. Ycenko [.B.
KomyHnaneHe HekomepiiiiHe mignpuemcTtBo | KomyHanmpHe HEKOMEpIiiiHE —MiJIPUEMCTBO
«Micbka kiHiyHa JgikapHs Nedy JIHinpoBcbkoi | «Micbka KiaiHiuHa JikapHs Nedy JIHITPOBCHKOL
MICBKOI pajau, TeMaToJOriYHe BIJUIUICHHS, | MICBKOI pajy, TeMaTOJIOTiYHe BIJIUICHHS 3
M. JIHInpo OJIOKOM  TpaHCIUIAHTAIlli  IFeMOMOCTHYHUX
cTOBOYpOBUX KJIITHH, M. JIHITIPO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 2777 Bix 02.12.2020

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta jara

«ocmimkennss 3 omiHku mpenapary Imerenscrar (GRN163L) y mikyBaHHI 3ajeXHUX BiJ
TpaHcdy3iit namieHTiB 3 MienoaucIuiacThyHUM cuHApoMoM (M/IC) 3 «HU3BKUM» 200 «IIPOMIKHUM-
I» cryneneM pu3uky 3a mkanoto [PSS, 3 nmporpecyBanHaM a0o BIACYTHICTIO BIAMOBIJI Ha TEpaIio
eputpomnoe3-ctumymtorounmu  areHTamu (ECA)», 63935937MDS3001, 3 mnompaBkoro 8 Bif
30 nucronana 2022 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, kpaiHa

I'epon Kopnopeiinn, CIIA / Geron Corporation, USA

B.o. HavaabHnKa PapManeBTHYHOIO YIIPABJIIHHA Ouaexcanap I'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)



Jonatok 15

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
15.01.2026 Ne 51

Inentudikariist CyTTEBOI MOMPaBKU

Bbpomypa nocniganka MK-2870/SKB264 (Caruty3ymad THpyMOTEKaH), BUJaHHs 7 Bij 16 >KOBTHS
2025 poky, aHrIilicbkor0 MoBOW0; Ykpaina, MK-3475-01E, Iadopmariss Ta HOKyMEHT Mpo
iHpopmoBany 3romy s marieHTa, Bepcis 03 Bim 05 rpyars 2025 p., YKpaiHCBKOIO MOBOIO;
30ibIIeHHS] 3aIJIAHOBAHOI KUTBKOCTI CyO’€KTiB JOCHIHKEHHS Uil BKIIOYCHHS Y KIIHIYHE
BurnpoOyBaHHs B Ykpaini 3 37 1o 70 ocibd

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 662 Big 17.04.2025

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«KEYMAKER-UO1, mignocnimxkenus 01E: napaconskoBe gociimkeHHs I ¢ha3u 3 moueproBumu
rpylnaMu  JOCHIDKYBaHUX TIIpermapariB 3 Xximiorepamiero abo 0e3 Hei y KomOiHamii 3
neMOposisymaboM JUIsl  JIIKYBaHHS y4YaCHUKIB 3 BIEpIIE JiarHOCTOBAaHUM orepabeabHUM
HeapiOHokmTHHHUM pakoMm JiereHiB (HJKPJI) cramiii II-ITIB (N2)», MK-3475-01E, Bepcis 3
iHKopropoBaHo10 nonpaskoro 03 Bix 03 aunus 2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTI0O «MC/I Ykpainay

CnoHcop, KpaiHa

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

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Honatok 16

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
15.01.2026 Ne 51

Inentudikariist CyTTEBOI MOMPaBKU

OnutyBansHUK 1)1 oliHKY ctany 310poB’ s (HAQ-DI Stanford University) Bix 20 ceprast 2025 poky
aHTIIHCHKOI0 MOBOI; OnUTyBaBHUK TSl OIiHKK cTany 370poB’s (HAQ-DI Stanford University)
Bim 09 >xoBTHA 2025 pOKy YKpaiHCBKOI MOBOK; ONUTYyBadbHUK 3arajbHa OIlIHKA, HaJaHa
narieaToM (Bepcist SLE), Bepcist 2.0 Big 27 cepras 2025 poKy aHIITiHCEKOI0 MOBOIO; ONUTYBaIbHUK
3aranbHa omiHka, HajgaHa mnamieHToM (Bepcis SLE), Bepcis 2.0 Bim 09 >xoBTHsS 2025 poky
YKpaiHChKOI0 MOBOI0; ONMUTYBaJbHUK 3arajbHa oliHKa narieHToM akTuBHOCTI PA (PtGA), Bepcis
1.0 Big 21 cepmus 2025 poky aHMIHChKOI MOBOI; ONUTYBaIbHHUK 3arajibHa OI[iHKa MaI[l€HTOM
aktuBHOCTI PA (PtGA), Bepcis 1.0 Big 09 xoBTHs 2025 poky ykpaiHChKOIO MOBOIO; Kaprtka-
nam’siTKa y4acHuKa Jociigxerss, Bepcis 2.0 Bix 20 nuctonaga 2025 poky aHTIIHCEKOI MOBOIO;
Kaprka-nam’sitka ydacHuka mocmipkeHHs, Bepcis 2.0 Bix 17 rpyanas 2025 poky yKpaiHCBKOIO
MOBOIO

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1910 Bix 18.12.2025

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«Bigkpure nocnimxenns | gasu g ouiHku 0e3MeYHOCTI, MEPEHOCUMOCTI, (PapMaKOKIHETUKH Ta
(hapMakoMHAMIKK TIpemnapary CypoBaTaMIr TMICIs BBEIEHHS OJHOPA30BOi 3pOCTAIOYOl 03U Ta
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