Hoparok 1

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
7.08.2023 Ne 1415

Has3ga kniHiuHOTO BUTIPOOYBaHHH, «®a3a II-1I1 BunpobyBaHHS //1s1 OLIIHKK e)eKTUBHOCTI Ta Ge3reku CyOiHrBasbHOI iMyHOTepartii

KO[I, BepCisi Ta fjata y TIAI[iEHTIB, 110 CTPa)K/AIOTh a/IePTi€l0 Ha TMUIOK Oepe3u», Kog mocimkenHs SL-362A, Bepcis
1.0 Bix 04.05.2023

3asiBHUK, KpaiHa POKCAJUT Mepiniin 'm6X, HiMmeuunHa

CrioHCOp, KpaiHa POKCAJIJT Meginin 'm6X, HimeuunHa

[Tepenik gocnimkyBanux jikapcbkux | SULGEN® Spray Betula verrucosa (SULGEN® Spray Betula verrucosa); HaTUBHUM €KCTpaKT

3aco0iB sikapchKa dopma, anepreny Betula verrucosa, craHAapTHU30BaHUi 110 BHYTPIllTHLOMY €TajIOHy Ta MpeJCTaB/ieHul B

Jl03yBaHHsI, BUPOOHUK, KpaiHa Gionoriunux oguHUIEX (odililiHo 3apeectpoBaHa Toproea Mapka SULGEN®); BoaHuii
cyominrBameHui cripedi; 30,000 TO/mm; INMUNOTEK, S.L. / IHMYHOTEK, C.JI., Mazapugn,
Icrianis;
[Tnare6o 7o SULGEN® Spray Betula verrucosa (0,45 % NaCl, 50 % ritjepyH, aHaHaCOBHA
apoMaru3aTop Ta BOJa hinti iH’ eK11iin), BOJIHUM cybmiHrBaIbHUR Cripe;

INMUNOTEK, S.L. / IHMYHOTEK, C.JI., Maapuz, Icnanis;

SULGEN® Spray Betula verrucosa (SULGEN® Spray Betula verrucosa; HaTUBHUM €KCTPaKT
anepreny Betula verrucosa, craHAapTU30BaHU 110 BHYTPILlTHLOMY €TajIOHy Ta Mpe/CTaB/ieHul B
bionoriunux oauHMLX (odililiHo 3apeecTpoBaHa ToproBa Mapka SULGEN®)); BopaHuii
cyoninrBameHu cripedi; 60,000 TO/mm; INMUNOTEK, S.L. / IHMYHOTEK, C.JI., Mazapugn,

Icrianis;
[Tnare6o 7o SULGEN® Spray Betula verrucosa (0,45 % NaCl, 50 % ritjepyH, aHaHaCOBHA
apoMaru3aTop Ta BOJa ISt iH’ eK11iin), BOJIHUM cybmiHrBaIbHUR CIipei;

INMUNOTEK, S.L./IHMYHOTEK, C.JI., Mazapua, IcnaHis;

SULGEN® Spray Betula verrucosa (SULGEN® Spray Betula verrucosa; HaTUBHUIM €KCTPaKT
anepreny Betula verrucosa, craHAapTHU30BaHU 110 BHYTPIllTHLOMY €TajIOHy Ta MpeJCTaB/ieHul B
bionoriunux oauHMLX (odililiHo 3apeectpoBaHa ToproBa Mapka SULGEN®)); BopaHuii
cyoninrBasmpHMA cripeii; 120,000 TO/ma; INMUNOTEK, S.L. / IHMYHOTEK, C.JI., Maapug,
Icrianis;

ITnane6o 7o SULGEN® Spray Betula verrucosa (0,45 % NaCl, 50 % riirepyH, aHaHaCOBHi
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apoMaTu3aTop Ta Boja  [Jjig  iH’€KIid), BOJHMM  CyOJIiHTBa/IbHWN  CIIpei;
INMUNOTEK, S.L./IHMYHOTEK, C.JI., Mazapuza, Icnanis

Bignosimanenuii (i) gocaigHuk (1)
Ta Miclie (s1) mpoBe/leHHs
BUTIPOOYBaHHS B YKpaiHi

1) p.m.H. PekanoBa O.M.

Hep>xaBHa yctaHoBa «HallioHanbHUM iHCTUTYT QTU3iaTpii i myabmMoHoorii iM. @.I". SIHOBCbKOTO
HaujioHanbHOI akaziemMii MeIMYHUX HayK YKpaiHu», KabiHeT imyHomnpodinakTuku, M. Kuis

2) n.m.H. KoBanenko C.B.

Ob6mnacHe KOMyHalbHe HeKOMepIiiiHe mignpueMcTBo «UepHiBellbka 00/1acHa K/TiHiYHa JIiKapHs»,
MiAPO3A1 IMyJILMOHOJIOT], M. YepHiBLii

3) kepiBHuK LlenTpy I'yk C.A.

Kniniyna nikapusa «®eodanisi» /lep>kaBHOrO YIpaB/liHHS CIpaBaMu, LIEHTDP pecripaTopHOL
MeJULIMHU Ta ajieproJiorii, M. Kuis

4) 3aB. Bijg. Amep JL.B.

KoMyHanbHe HekoMmeplLiiiiHe MignpueMcTBO «Micbka KiiHiuHa sikapHsi Ne27» XapkiBCbKOI
MICBKOI pajiv, ajieproJioriude BifgiseHHs, M. XapKiB

5) aupekTop, K.M.H. Hazapenko O.I1.

ToBapuctBo 3 oOMexeHOw BiamoBigampHicTIO «KiiHika imyHosorii  Ta  aneprosorii
«®OPIIOCT», M. KuiB

6) nikap €Eporenko I'.I1.

KomMmyHanbHe TiJNPUEMCTBO «2-a MicbKa KJ/liHiYyHa JiikapHd IlosTaBcbKOlI MICBKOI paju»,
JIOP BigginenHs, M. ITosnraBa

7) K.M.H. fIkoBeHko O.K.

KomyHasbHe TiAmnpreMcTBO «BosmHCBKa 06slacHa KiiHiUHA JlikapHs» BoiMHCBKOI 00s1acHOT
pajy, BijiieHHs My IbMOHOJIOTIT, BonuHcbKa 06:1., JIylibKuii paiioH, c. TapacoBe

8) nikap Jlo3oga HO.B.

KomyHanbHe HekomepLiiliHe MigNpueMcTBO «Micbka KiiHiyHa smikapHs Ne30» XapkiBCbKOI
MICBKOI pajiv, OTOJIAPUHTOJIOTIUHE BifisieHHs, M. XapKiB

9) nikap Jlucenko 1.B.

KomyHasibHe HeKOMepIjiliHe MiAMpHUEMCTBO «3aropi3bKa 0b6/1acHa KiTiHiuHa JTikapHs» 3aropi3bKoi
obsiacHOI pajy, BifisieHHst iMyHOJIOTii, peBMAaToJI0Tii 3 Kypcom XimioTepariii, M. 3amopixoKst
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10) k.m.H. [Jepkau M.I.

KomyHasibHe HeKoMepilifiHe TianpuemMcTBo «O0sacHa KiiHiuHA jikapHs IBaHO-®paHKiBCBKOI
obmacHoi paziy», 1IeHTP AiarHOCTUKHU Ta JiKyBaHHS OpPOHXOJIETeHEBUX 3aXBOPIOBAHb, K/IiHIUHOI
iMyHos10r1ii Ta aneprosiorii, M. IBaHO-PpaHKiBCHK

11) nikap IIpuryna [1.B.

YHiBepcuTeTCbKa  K/IiHIKa  BIHHMIIBKOTO  HALJiOHAJbHOIO  MEJWUYHOIO  YHiBepCuTeTy
iMm. MLI. [TuporoBa, am0y/1IaTOPHO-/1iarHOCTUYHE BiJii/IeHHs, M. BiHHUIS

ITperiapaTy MOPiBHSIHHS, BUPOOHUK
Ta KpaiHa

CynyTHi MaTepianv/miperiapati
CYNyTHBOI Teparii/fopuguuHa abo
¢biznuHa ocoba, sika [ii€ 3a
JIOBIpPEHICTIO, Ky HaJlaB CIIOHCOP Uy
3asBHUK Ha BBe3€HHS
JIOCJTi/PKYBaHUX JIIKApChKUX 3aco0iB
Ta CyIlyTHIX MarepiasiB

Posuun pns mepeBipku (Posotive control), ALK-Abello Arzneimittel GmbH; Po3uun pns
riepeBipku (Negative control), ALK-Abello Arzneimittel GmbH; Anepren 6epe3u (Birch), ALK-
Abello Arzneimittel GmbH; TumodiiBku TpaBa (Timothy grass), ALK-Abello Arzneimittel
GmbH; Anepren ITonuni (Mugwort), ALK-Abello Arzneimittel GmbH; Asnepren amb6po3ii
(Ragweed), ALK-Abello Arzneimittel GmbH; Asnepren cobaku, ALK-Abello Arzneimittel
GmbH; Anepren kora, ALK-Abello Arzneimittel GmbH; Anepren Alternaria alternata, LETI
Pharma GmbH; Anepren kmima Bugy D.pteronyssinus, ALK-Abello Arzneimittel GmbH;
HasanbHuii npoBokariiiiiuii Tect, LETI Pharma GmbH; Kopo0Oka 3 po3uuHHukamu aisi NPT,
ROXALL Medicina Espana S.A.; Cnipometrp, Vyaire Medical GmbH; Ha3zanbhuii
iHncriipatropauii guioymetp In-check, Clement Clarke International MPV Medical Ltd; Macku gns
o6muus, Intersurgical Ltd; MinimaneHO-MakcuManbauii Tepmometp, TFA Dostmann GmbH &
Co.KG; Jlanuety, ROXALL Medizin GmbH; Ilinetku, Remy & Geiser GmbH; Ha3zanbHuii
no3atop, Costertec Sociedad Anonima Italy; Exctpeni kouBept, ROXALL Medizin GmbH;
bakrepianbHO-BipycHi ¢inbTpu MicroGard, Vyaire Medical GmbH; HazanbHi knincu, Xiamen
Winner Medical Co., Ltd.

Hauvanbauk ®apmaiieBTHUYHOr0 yIpaB/IiHHSA Tapac JITICKOBCHKUI

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



Hoparok 2

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
7.08.2023 Ne 1415

Has3ga kniHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«Bimkpure, 0OaraTolleHTpOBe [JOCTI/[PKEHHS TOJA/bIIOr0  CMOCTepeXXeHHs1 it 300py
JIOBTOTEPMIHOBUX JIaHUX TPO YYaCHUKIB JEKiJIbKOX KJIHIUHUX [OC/Ii/PKeHb aBeyMaly
(MSB0010718C)», kog mocaimkenHs MS100070_0176, 1.0 Bia 30 >koBTHs1 2018 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoto iHBecTHIielo «AMK’FOBIA PJIC YkpaiHa»

CrioHCOp, KpaiHa

Merck KGaA, Himeuunina

[Tepestik gociIyKyBaHUX JTiKapCbKUAX
3acobiB mikapcbka opma,
[103yBaHHsI, BUDOOHUK, KpaiHa

ABenymab (MSB0010718C; Anti-PD-L1) (MSB0010718C; Anti-PD-L1; AsBenyma0);
KOHLIEHTpAaT [i/ig MPUrOTyBaHHS PO3YMHY [/ BHYTpilIHbOBeHHOI iHGy3il; 200 mr/10 ma (20
mr/mn); Merck Serono S.A., Switzerland; Merck Serono S.p.A., Italy; Catalent CTS (Edinburgh)
LTD, UK; Catalent Pharma Solutions, USA (Catalent CTS LLC, USA (ropuguuHa
Ha3Ba)/Catalent Pharma Solutions, USA (¢dipmoBa Ha3Ba)); Fisher Clinical Services Inc., USA;
Fischer Clinical Services GmbH, Switzerland; Catalent Germany Schorndorf GmbH, Germany;
Fisher Clinical Services Japan K.K., Japan; Fisher Clinical Services (Beijing) Co., Ltd., China

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

1) a.m.H. [ITampatii B.A.

KomMyHaneHe HekoMmepLiliHe MiANpUeMCTBO «[lominbCbKUM perioHaJIbHUM LIeHTP OHKOJIOTIi
BinHu1pKOi 06/1aCHOT pajin», XiMioTeparnieBTHUUHE BiffisieHHs, M. BiHHUILIS

2) nupektop Cokyp L.B.

KomyHasibHe HeKOMepIjifiHe MiAIPUEMCTBO «XepCOHCHKUM 00/1aCHUN OHKOJIOTIUHUM [TUCTIaHCep»
XepcoHChbKOI 00/s1acHOT pajy, BiAgineHHs XximioTeparii Ta OHKoremaroJsiorii, M. XepcoH,
CMT. AHTOHIBKa

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

Hauanbauk ®apManeBTUYHOr0 ynpaB/IiHHS Tapac JIICKOBCHKUM

(mignuc) (Bnacse im’st TTPI3BUIIIE)



HopaTok 3

[Jlo Haka3y MiHicTepcTBa OXOPOHHU 30pPOB’S
Ykpainu «I1po npoBefeHHs KIiHIYHHUX
BUTIPOOYBaHb JIiIKapChKUX 3ac00iB Ta
3aTBep/I’)KeHHS CyTTEBUX MONPaBOK»
7.08.2023 Ne 1415

HasBa kstiHiuHOTO BUNIPOOYBaHHS,
KOZ, Bepcis Ta fata

«Bigkpure, TopiBHSUIbHE, OaraTolleHTPOBe, paH/IOMi30BaHe KJIiHIUHE AOC/Ii/PKEHHS 3 OIiHKU
eeKTUBHOCTI, MepeHOCUMOCTi Ta Oe3meku miperapaTiB ®yTHKa30H, KpeM, BUpPoOHuUI[TBA AT
«KuiBmeanpenapat» (Ykpaina), i KyrtiBet™, kpewm, BupobHMITBa «['akcoCmiTKsiiH
®apmacktotukan3d C.A., Tlonbia»/«dendapm IlosHans C.A., Ilonbilla», y Talli€eHTIB 3
aToIiYHMM [IepMaTUTOM Yy CTafil 3aroctpeHHs», Koj nJociaigkeHHs FLUARC, Bepcia 1.2 Big
03.07.2023 p

3asiBHUK, KpaiHa

TOB «APTEPIYM JIT[ly, Ykpaina

CrioHCOp, KpaiHa

AT «KuiBmejrpernapar», YKpaiHa

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

OJTYTUKA3OH (fluticasone); kpem; 500 mMkr; AT «KuiBmeamnpernapar», YKpaiHa

Bianosiganpuuii (i) gocnigHuk (1)
Ta micue (51) NpoBefieHHs
BUTIPOOYBaHHS B YKpaiHi

1) nikap ITyrau M.M.

MeauuHuM 1IEHTP TOBapUCTBA 3 00MeXKeHO0 BiATOBijaibHiCTIO «MeanuHa KiiHika «biaromeny,
JIIKyBaJIbHO-1iarHOCTUYHUM TiApo3aia, M. Kuis

2) 3aB. Bif. ['anarypuu O.M.

JIikyBa/IbHO-IiarHOCTUYHUM LIEHTP MPUBAaTHOIO MiANPUEMCTBA «ACK/eNin», BiJOKpeMIeHUN
CTPYKTypHUM mifpo3ain (BigaiieHHs) Nel, m. JIbBiB

3) A.M.H., npo¢. Axgpauiko FO.B.

JIiKkyBa/nbHO-/11arHOCTUYHUM L|EHTP MPUBaTHOrO IiATIPUEMCTBA
BiAiisieHHs, M. Y KT0Opo[,

4) k.M.H. I'ycak O.C.

MeuuHuUi 1]eHTP TOBapUCTBa 3 00MeXXeHOr BiJnoBiganbHICTIO «Meauuauii 1ieHTp «KoHCcutiym
Mepikan», KJIiHIKO-KOHCY/IbTaTUBHE BiffiseHHs, M. KuiB

«AcKnerniii», HOMIK/IiHIiUHe

[pemnapaTyl MOPiBHSHHS, BUDOOHUK
Ta KpaiHa

KYTIBEUT™ (fluticasone); kpem; 500 wmkr; ['nakcoCmitKnsiin ®apmacktotukand C.A.,
[Monbuia; Jdendapm [osHans C.A., [Tonbiia
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CynyTHi MaTepianu/mperiapati —
CyTyTHBOI Teparii/topuguuHa abo
¢izuuHa ocoba, sika fi€ 3a
[IOBIpeHICTIO, SIKYy HaZlaB CIIOHCOP 4u
3asiBHUK Ha BBE3€HHS
JOCTiIKyBaHUX JTiKapChKUX 3ac0biB
Ta CYIyTHIX MarTepiasiB

Hauanbauk ®apManeBTUYHOr0 ynpaB/IiHHS Tapac JIICKOBCHKUM

(mignuc) (Bnacse im’st TTPI3BUIIIE)



HopnaTok 4

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
7.08.2023 Ne 1415

InenTudikallis CyTTeBOI MONpaBKU

Bporrypa fgociifHuKa s [OC/TiIpKyBaHOTO JliKapchkoro 3aco0y Picankizymab, Bepcis 9 Bif
11 tpaBHs 2023 poky

Howmep ta fara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 1896 Bif 27.08.2019;
Ne 2030 Big 07.11.2018;
Ne 516 Big 22.03.2021

Hasga kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta ziara

«baraTouieHTpoBe paHjoOMi30BaHe fAocaipkeHHS 3 ¢asu, 110 TNPOBOAUTHCSA Yy CJIMOMYy [Jist
OL[iHIOBaua e(eKTUBHOCTI peXHUMi 3 MeTOH BUBUEHHs picaHki3ymaOy y TIOpiBHAHHI 3
yCcTeKiHymMaboM TIpU JTiKyBaHHi JOPOC/IMX TAIi€HTIB i3 xBopoOoro KpoHa cepeHbOBa)KKOTO YU
B&)KKOTO CTYIEHIO TSDKKOCTI, /i SIKMX Teparisi mperapaTtaMu, II0 TPUTHIYYHOTb aKTUBHICTh
(dakTopy HeKpo3y MyX/JWHU, BUsSBUIach HeedeKTUBHOIO», M20-259, Bepcis 2.0 Bijg 28 BepecHs
2021 poky; «bararoieHTpoBe, paH/0Mi30BaHe, MO/BiliHe cJire, Tuiarie00-KOHTPOIbOBaHe 52-
TW>KHEBe BiZIKpUTe MPOJOBXKeHe A0C/i/IKeHHs TiATPUMYIoUO]l Tepariii /7151 BUBUEHHsI e()eKTUBHOCTI
Ta Ge3neuHocTi PicaHkizymaOy y maili€eHTiB 3 BUpa3KOBUM KOliTOM», M16-066, iHKOpriopoBaHu#
[TonpaBkamu 1, 2, 2.01 (tinbku ana Kurtaro), 3, 3.01 (tinbku ana Himeuuwnu), 4 ta 4.02 (a1s
Ykpainu Ta npueryivx 3afisHuX KpaiH) i AgmiHicTpaTuBHMMU 3MiHamu 1, 2, 3 Ta 4 Bizg 09 TpaBHs
2022 poky;

«PanziomizoBane nojgitiHe cine gocmimpkenns 111 ga3u, a1 nopiBHSHHSA npenapaty PicaHkizymab
3 twialebo y marieHTiB 3 akTUBHUM TMcopiatnuyHuM aptputoMm (TIcA), ski MaroTh B aHamMHe3i
Hea/leKBaTHY Bi/IMOBib TpPUHAliMHI HAa OAWH XBOpPOOOMOAWGIKYHOUM TPOTHPEBMATUUHUN
riperiapaT (XMIIPIT) ab6o #ioro HemepeHocumictb (KEEPSAKE 1)», M16-011, Bepcia 5.0 Bif
01 mucronaza 2021 poky

3asiBHUK, KpaiHa

«E66Bi BiodapmaceroTikan3 'MoX», IlIBeiitiapis

CnoHcop, KpaiHa

AbbVie Inc., USA

Hauanbauk ®apManeBTUYHOr0 ynpaB/IiHHS Tapac JISICKOBChKUM

(migrmc) (Bnacue im’s TTPI3BUIIIE)



HonaTtok 5

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
7.08.2023 Ne 1415

InenTudikallis CyTTeBOI MONpaBKU

Bpourypa [Hocniguuka HopaitponiH® (ComaTpomiH)- AedilUT TOpMOHY poOCTy y JiTel Ta
nopocnx, BujaHHs 3, diHanbHa Bepcisi 1.0 Big 25 TpaBHs 2023 poKy, aHIVIiiCEKOI0 MOBOIO

Howmep ta fara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 1016 Big 06.05.2019;
Ne 1265 Big 05.06.2019;
Ne 88 Bif 11.02.2016

Hasga kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta ziara

«docnimkenHs: eeKTUBHOCTI Ta Ge3meku 3actocyBaHHs rperapaty ComanauuTad (Somapacitan)
OJIMH pa3 Ha TWXK/eHb Yy IOpIBHAHHI 3 WJOJEeHHUM 3aCTOCyBaHHAM Iiperniapaty HopgitpomiH®
(Norditropin®) y giteli 3 gediuyuTom ropmoHy pocty», NN8640-4263, Bepcis 9.0 Big 19 rpyzans
2022 p,;

«docnimpkenHs: 3 migbopy 034 s OL[iHKM eeKTUBHOCTI i Ge3reKku 3acTOCyBaHHS TperiapaTy
ComananuraH (somapacitan) ofyH pa3 Ha TWKJEHb y TMOPIBHSHHI 3 3aCTOCYBaHHSIM IperaparTy
HopzitponiH® (Norditropin®) oauH pa3 Ha JeHb y AiTell i3 3aTPUMKOIO DPOCTY, 1[0 Oymu
HapO/)KeHi MaJIuMU Jj1s TeCTalliiHOTO BiKy Ta He Ha3[orHaIMu Y 3pOCTi 0 BiKy 2 POKM Ta CTaplie»,
INN8640-4245, ¢pinanbha Bepcis 10.0 Big 20 rpyans 2022 p.;

«PaHOMi30BaHe, MiKHapo/JHe, 3 AaKTUBHUM KOHTpoJieM, (Bigkpute), (MOJBiliHe cCiiine)
JOCTiKeHHs1 3 TiA00py /03U B MapasielbHUX TIpyrax, 3 OL[iHKK e(deKTHBHOCTI Ta Oe3rmeyHOCTi
3actocyBaHHs Tipertapaty NNCO0195-0092 omuH pa3 Ha TWXKZAEHb y MOPIBHSIHHI 3 LOJEeHHUM
3aCTOCYBaHHSM Tipernapaty ropmony pocty (Hopaitponin® ®nekclIpo) y miTeii mpermybepTaTHOTO
BiKYy 3 fle(hilliTOM TOPMOHY POCTY, Y SIKMX PaHillle He MPOBO/U/IACS Teparlis periapaTaMu TOPMOHY
pocty», NN8640-4172, ocratouHa Bepcisi 7.0 Big 12 BepecHsi 2022 p.

3asBHUK, KpaiHa

TOB «HoBo Hopaick YkpaiHa»

CrioHCOp, KpaiHa

Novo Nordisk A/S, Denmark

Hauvanbauk ®apmaijeBTHYHOr0 yIpaB/IiHHSA Tapac JITICKOBCHKII

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HonaTtok 6

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
7.08.2023 Ne 1415

InenTudikallis CyTTeBOI MONpaBKU

dopma iHdopMoBaHoi 3roau, Bepcisi 4.0 a1 YKpaiHy yKpaiHCbKOr0 MOBOO Bif 07 uepBHs 2023 p.
Ha ocHoBi maiictep-Bepcii dopmu iHpopmoBaHoi 3rogu Ajis goctimkeHHss GN41851, Bepcis 6 Bif
12 TpaBHs 2023 p.; 3MiHa Ha3BU MicClisg IPOBe/IeHHs] BUTIPOOYBaHHS:

HEeBPOJIOTiUHe BifJisieHHs, M. JIbBiB

BYJIO CTAJIO
K.M.H. XaByHka M.. K.M.H. XaByHka M.A.
KomyHanbHe HekoMepLiiHe mnignpueMcTBo | KomyHanbHe HeKoOMepLiiiHe —TMiAPUEMCTBO
«5-a Micbka KiiHIYHA JikapHsa M. JIbBOBa», | «J/IbBIBCbKe TepuTopiajbHe MeJuuHe

00’eqHanHs1  «KUtiHiuHa JlikapHs T11IaHOBOTO
nmiKyBaHHsSI, pea0imitariii Ta  TasiaTUBHOI
ZIOTIOMOT W BiJIOKpeM/IeHUI MiApOo3aisa,
«5-a JlikapHsi», HeBpOJIOTiYHe BIiJJi/IeHHS 3
MeZIMYHOI0 peabisitaliiero, M. JIbBiB

3MiHa MicCllb TIPOBe/IeHHS] BUTIPOOYBaHHS:

BYJIO CTAJIO
n.M.H. Kanmsoyc O.1. I.M.H., ipod. Kansoyc O.1.
KomyHnanbHe nignpueMcTBo | BijokpeMneHuii  CTPYKTypHUM — Mifpo3Ain
«/JHirponeTpoBCbKa obsiacHa K/IiHIUHA | «YHiBepcUTeTCbKa KiliHiKa» [IHIIIPOBCHKOIO
JIiKapHs iM. LI MeuHUKOBa» | lep>KaBHOTO MeUYHOT O YHIBepCUTeTY,
JIHITIporneTpoBCbKOL obsiacHoO1 pasy, | BigZiseHHs HeBpoJIOrii, [HINpoBCHKUIA
BifzineHHss HeBposiorii  Nel, [lepkaBHUi | Jiep)KaBHUM MeJWYHUI YHiBepcuTeT, Kadezapa
3aK/Iaz, «/JHIrporneTpoBCcbKa MeJV4Ha | HeBpoiorii, M. JIHinpo
akagemiss MiHicTepcTBa OXOPOHU 3[0pPOB ‘S
Ykpainu», Kadezapa HEeBPOJIOTii,
M. [IHITIpO




2 TPOJIOBXKEHHA J0JaTKa 6

Jikap 3axaposa JI.A. Jikap 3axaposa JI.A.

KomyHanbHe HekoMepliiiiHe MignpueMcTBO | [ep>kaBHa yCTaHoBa «YKpaiHChKUM

«Micbka KJIiHIYHa JiKapHs Nel6» | fep)kaBHHMM  HAyKOBO-JOC/IIJHWUM  IHCTUTYT

ITHIMpOBCBKOI MiCbKOI paji, HEBPOJIOTiUHEe | MeJUKO-COI[ia/IbHUX TIpo0sieM  iHBasiHOCTI

BignineHHs, M. JIHinpo MiHicTepcTBa OXOpPOHM 3[0pOB’S YKpaiHu»,
HEBPOJIOTIYHE eKCIiepTHO-peabiitaritine
BifiseHHs1, M. /Hinpo

Howmep Ta gara Hakasy MO3 npo
TNpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 762 Big 20.04.2021

Ha3Ba kiHiuHOrO BUNIPOOYBaHHS,
KO/, BepCid Ta fara

«BATATOLIEHTPOBE PAHJIOMI3OBAHE ITOABIMHE CJIIIE JOC/IIKEHHSA ®A3M III
Y TIAPAJIEJIBHUX TI'PYIIAX 3 TIOJABIMHMM KOHTPOJIEM IUIALIEBO [JII OLITHKU
E®EKTMBHOCTI TA BE3ITEUHOCTI OEHEBPYTUHIBY [TOPIBHAHO 3
TEPUDJIITYHOMIZIOM Y OOPOC/INX IMTALIEHTIB 3 PELHUAVBYHOUMM PO3CIAHUM
CKJIEPO30OM», GN41851, Bepcis 6 Big 08 motoro 2023 p.

3asiBHUK, KpaiHa

ToBapuCTBO 3 00MeXXeHO0 BifnoBifanpHicTIO «Porn YKpaina»

CrioHCOp, KpaiHa

@. Xoddmans-JIs Poru JITa, [IBetitiapis

Hauvanbauk ®@apmaiieBTHUHOr0 yNpaB/IiHHSA Tapac JISICKOBCHKHUM

(nmigrmc) (Bnacue im’s TTIPI3BUILIE)



Hoparok 7

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
7.08.2023 Ne 1415

InenTudikallis CyTTeBOI MONpaBKU

3MiHa MiclLisi IpOBe/IeHHs] BUTIPOOYBaHHS:

bBYJIO CTAJIO

nikap 3axaposa JL.A. nikap 3axaposa JL.A.

KomyHanbHe HekoMmepLiiiHe mignpueMcTBo | lep>kaBHa yCTaHOBa «YKpalHCbKUH

«Micbka KJ/IiHIYHa JIiKapHA Nel6» | Aep>kaBHUM  HAyKOBO-JOC/IJHAW  IHCTUTYT

[HINpoBCcbKOI MiCbKOI paZii, HeBpOJIOTiuHe | MeJWKO-COLlia/lbHUX TpobseM  iHBamifHOCTI

BipgineHHs, M. JIHinpo MiHicTepcTBa 0XOpOHM 3[0pOB'SI  YKpaiHW»,
HEBPOJIOT1YHe eKCriepTHO-peabisitarlitite
BiginenHs, M. /THinpo

Howmep Ta fata Hakazy MO3 1ipo
TpOBeZleHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 3059 Big 29.12.2020

HasBa kniHiyHOTrO BUNpOOYyBaHHH,
KO[I, Bepcis Ta jara

«baraTolLieHTpOBe, paH/0Mi30BaHe, MO/BiliHe CJlille, KOHTPOJIbOBaHe AocaimKeHHs (as3u IIIb ans
OLiHKM e(heKTUBHOCTI, 6e3reyHocTi Ta (papMaKOKiHETHKH BUIIUX /103 OKpesi3yMady y A0pOC/IuX
TMALIEHTIB 3 PELMAMBYHOUMM PO3CisTHUM CKepo3oM», BN42082, Bepcis 3 Biz 27 »oBTHs 2021 p.

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMEXKEHOI0 BiOBiambHICTIO «Porr YKpaiHa»

CnoHcop, KpaiHa

@.Xodpdbmann-JIs Por JITa, [lIBetitapis

Hauanbauk ®apManeBTHYHOT0 ypaB/IiHHS Tapac JISICKOBCHKUM

(migrmc) (Bnacue im’s ITIPI3BULLE)



HonaTok 8

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
7.08.2023 Ne 1415

InenTudikallis CyTTeBOI MONpaBKU

3MiHa MiCIisl IpOBe/IeHHsI BUTIPOOYBaHHS:

bBYJIO CTAJIO

nikap 3axaposa JL.A. nikap 3axaposa JL.A.

KomyHanbHe HekoMmepLiiiHe mignpueMcTBo | lep>kaBHa yCTaHOBa «YKpalHCbKUH

«Micbka KJ/IiHIYHa JIiKapHA Nel6» | Aep>kaBHUM  HAyKOBO-JOC/IJHAW  IHCTUTYT

[HINpoBCcbKOI MiCbKOI paZii, HeBpOJIOTiuHe | MeJWKO-COLlia/lbHUX TpobseM  iHBamifHOCTI

BipgineHHs, M. JIHinpo MiHicTepcTBa OXOpPOHM 370pPOB’S YKpaiHW»,
HEBPOJIOT1YHe eKCriepTHO-peabisitarlitite
BiginenHs, M. /THinpo

Howmep Ta fata Hakazy MO3 1ipo
TpOBeZleHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 2554 Big 09.11.2020

HasBa kniHiyHOTrO BUNpOOYyBaHHH,
KO[I, Bepcis Ta jara

«baraTolLieHTpOBe, paH/0Mi30BaHe, MO/BiliHe CJlille, KOHTPOJIbOBaHe AocaimKeHHs (as3u IIIb ans
OLIiHKY e(heKTUBHOCTI, Oe3meyHOCTi Ta hapMaKOKiHEeTUKY BUIUX /103 OKpeTi3yMaldy y AOpOC/IuX 3
TIepBUHHKM IIPOTrPeCyrOUYUM PO3CisIHUM CKiiepo3oM», BN42083, Bepcis 3 Bif 28 »koBTHs 2021 p.

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMEXKEHOI0 BiOBiambHICTIO «Porr YKpaiHa»

CnoHcop, KpaiHa

@.Xodpdbmann-JIs Por JITa, [lIBetitapis

Hauanbauk ®apManeBTHYHOT0 ypaB/IiHHS Tapac JISICKOBCHKUM

(migrmc) (Bnacue im’s ITIPI3BULLE)



HonaTok 9

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
7.08.2023 Ne 1415

ImenTudikariis cyrreBoi rorpaBku | KopoTka XapakTeprcTHKa Jiikapcbkoro 3acody Rybelsus 03 TpaBHst 2023 p., aHTJ/TiliCBKOIO MOBOIO

Howmep Ta gata Hakazy MO3 mipo Ne 1586 Biz 29.07.2021

NpOBe/leHHs KJIIHIYHOT O

BUTIPOOYBaHHS

HasBa kniniuHoro BunpoOyBaHHs, | «PaHg0Mi30BaHe MOABikHe ciinie Miaie00-KOHTPOIbOBaHe KIIiHIUHE [IOC/i/PKEHHS, 110 BUBUYAE

KO/I, BepCis Ta faTa edeKTUBHICTb Ta Oe3reKy 3aCTOCYBaHHS IepPOPaJbHOT0 CeMarjyTHAYy y Malli€HTiB i3 ouaTKOBOIO
cragieto xBopobu Asmbnreiivepa (EVOKE plus)», NN6535-4725, c¢inameHa Bepcis 10.0 Bifg
20 rpyans 2022 p.

3asiBHUK, KpaiHa TOB «HoBo Hopaick YkpaiHa»

CrioHCop, KpaiHa Novo Nordisk A/S, Denmark

Hauvanbauk ®apmaijeBTHYHOr0 yIpaB/IiHHSA Tapac JITICKOBCHKII

(nigruc) (Bnacue im’s TIPI3BUIIIE)



Honatok 10

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
7.08.2023 Ne 1415

InenTudikallis CyTTeBOI MONpaBKU

[MTofoB)KeHHsI TPUBAJIOCTI K/IiHIYHOTO BUNIPOOyBaHHs B YKpaiHi 0 30 uepHst 2024 poky

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

Ne 1360 Big 10.06.2020

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCis Ta faTa

«PanziomizoBaHe TioABiliHe ciime OaraToljeHTpoBe AoCHipKeHHsT ¢a3u III ans MopiBHSHHS
KiaiHiuHOi  edekTuBHOCTI Ta Oe3meuHocti HLX10 (pekoMOiHaHTHOrO T'yMaHi30BaHOTO
MOHOKJ/IOHA/IbHOTO aHTUTIa fio PD-1 (aHtu-PD-1) s iH’exijifl) B KomOiHarjii 3 XiMioTeparti€ro
(kapboruiaTUH + eTOTO3W/) y PpaHillle HeJiKOBAaHUX TIAIiEHTIB 3 TIOIMPEHOK (OPMOI0
JpibHokiTHHHOTO paky jeredi (JKPJI)», HLX10-005-SCLC301, Bepcist 5.0 Big 22 kBitHs 2022

POKY

3asBHUK, KpaiHa

TOB «I[TAPEKCEJI YkpaiHa»

CrioHCOp, KpaiHa

Shanghai Henlius Biotech, Inc., China / [llanxaii Xensiyc baiotek, [HK., Kutaii

Hauvanbauk ®apmaiieBTHYHOr0 yIpaB/IiHHSA Tapac JITICKOBCHKII

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HopaTok 11

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
7.08.2023 Ne 1415

InenTudikallis CyTTeBOI MONpaBKU

3MiHa Bi/INOBIIA/ILHOTO AOC/TiTHUAKA:

TPOTUTTYX/TMHHUN 1]eHTp» OmecbKoi o6macHOl
pajy, BifziieHHs ximioreparii, M. Oneca

BYJIO CTAJIO
K.M.H. Tpyxin [I.B. nikap Kpacuorpyzs FO.C.
KomyHanbHe HekoMmepLiiiHe mignpueMcTBo | KomyHanbHe HeKOMepLiiliHe —TiATPUEMCTBO
«OpecbKkum perioHaabHUN KmiHiuHuk | «OpmecbKui perioHabHUN KJIIHIYHUU

TPOTUITYX/IMHHUM 1]eHTp» OfecbKoi o6acHOl
paju, BianieHHs ximioreparii, M. Ozneca

3MiHa Ha3B MiCllb MMPOBe/IeHHs KJIiHIYHOTO BUITPOOYBaHHS:

MaJIOiHBa3sUBHOI Ta EeHJOCKOITIYHOI Xipyprii,
IHTepBeHLilHOI pagiosorii, M. Kuis

bYJIO CTAJIO
K.M.H. Ocranesko FO.B. 3aB. Bifl., K.M.H. OcTanenko HO.B.
HarjioHanpHuil IHCTUTYT paky, BiagineHHs | [lepkaBHe — HeKOMepLjiliHe  MiATIPUEMCTBO

«HauioHanbHul IHCTUTYT paky», BifJineHHs
MaJIOiHBa3UBHOI Ta EeHJOCKOIIYHOI Xipyprii,
iHTepBeHLiiHOI paziosiorii, M. KuiB

K.M.H. Bunnunuenko 1.0.

O6nacHuii KoMyHanbHUN 3aKna[ «CyMCBKUM
obsiacHu KJIIHIYHUA OHKOJIOTIYHUU
JIIUCTIaHCeP», XiMioTepareBTUYHE BiJ/Ii/IeHHS,
CyMcbKUl Jlep>KaBHUE yHiBepcuTeT, Kadezapa
xipyprii Ta oHkoJiorii, M. Cymu

K.M.H. Bunnunuenko 1.0.

KomyHanbHe HeKoOMepLiiiiHe —MiJIpUEMCTBO
Cymcepkoi  obsacHoi  paau  «CyMChbKMiA
obacHUM KJTiHIYHMIM OHKOJIOTiUYHWM 1I€HTp»,
ximioTepanieBTMuHe BiagineHHs, CyMCbKuM
Jlep’KaBHUM yHiBepcuTeT, Kadeapa OHKOJOTIl
Ta pagioJorii, M. Cymu

Howmep ta gara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 70 Big 31.01.2017




2 MpOJOBXKeHHA fojaTka 11

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«PaHgomizoBaHe, miozBiliHe-ciaine gocmimkenHs Il da3u s TOPIBHSIHHS — TiKyBaHHS
nembposmizymabom (MK-3475) y kombiHariii 3 rperapatamu XiMioTepartii Ta JiKyBaHHS Tuiaiebo y
KOMOiHaL[ii 3 TmperapatamMu XimioTepamii y TaL[ieHTiB 3 paHillle HeJiKOBaHUM MiCL|eBO-
peLyAVBYIOUMM HeoriepabeslbHUM ab0 MeTacTaTUYHWM TMOTPiHO-HeraTUBHUM PaKOM MOJIOUHOI
3ano3u (KEYNOTE-355)», MK-3475-355, 3 iHkoprniopoBaHoto mnomnpaBkoro 07 Bix 17 uepBHs
2022 poky

3asBHUK, KpaiHa

ToBapHuCTBO 3 00MeXXeHO0 BiznoBifanbpHicTI0O «MCJT YKpaiHa»

CrioHCOp, KpaiHa

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

Hauvanbauk ®apmaiieBTHYHOr0 yIpaB/IiHHSA Tapac JITICKOBCHKUI

(nmigruc) (Bnacue im’s TIPI3BUIIIE)




HopnaTok 12

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
7.08.2023 Ne 1415

InenTudikallis CyTTEBOI MOMpPaBKU

[Tof0B)KeHHsI TPUBAJIOCTI K/IiHIYHOTO BUMPOOYBaHHS B CBiTi Ta B YKpaiHi o 10 kBiTHs 2025 poKy;
3MiHa BiJiIIOBiTa/IbHUX JOC/IiTHUKIB B MiCIIIX POBe/IeHHs K/IiIHIYHOTO BUITPOOYBaHHS:

BYJIO CTAJIO
K.M.H. Tpyxin [I.B. nikap Kpacuorpyzs FO.C.
KomyHanbHe HekoMmepLiiiHe mignpueMcTBo | KomyHanbHe HeKOMepLiiliHe —TiATPUEMCTBO
«OpecbKkum perioHaabHUN KmiHiuHuk | «OpmecbKui perioHabHUN KJIIHIYHUU

TPOTUTTYX/TMHHUN 1]eHTp» OmecbKoi o6macHOl
pajin», BiJTiIeHHs XiMioTepanii, M. Ogeca

TPOTUITYX/IMHHUM 1]eHTp» OfecbKoi o6acHOl
paju», BifaiseHHs ximioreparii, M. Ozneca

3aB. BiJl. JIuteuH 1. B.

KomyHanpHe mignpreMcTBO  «/JHITPOBCHKUM
obacHM K/TiHIUHUN OHKOJIOTiUHUM
gucriaicep»  JIHIMporeTpoBCchKoi  06s1acHOL
pagu», OHKOXiMiOTeparieBTUUYHe BifJiseHHs,
M. [THirpo

nikap 3BoHapboBa H.I'.

KomyHanpHe mignpreMCTBO  «/JHITPOBCHKUM
obacHMA K/TiHIYHUN OHKOJIOT iUHUM
gucriaicep»  JIHimporieTpoBCchKOi  06s1acHOT
pajgu», OHKOXiMiOTeparieBTUUYHe BifiJieHHs,
M. [THinpo

3MiHa Ha3B MiClIb ITPOBe/IeHHS K/TiHIYHOTO BUTIPOOYBaHHSI:
bYJIO CTAJIO
n.M.H. Cintinpkuii B.C. n.M.H. Cintinpkuii B.C.
HaijioHanpHuii  IHCTUTYT paky, HayKoBO- | /lep)kaBHe  HeKOMepLjiliHe  MiATPUEMCTBO

IOCiIHe BiaIiIeHHsI OHKOriHeKoJ1orii, M. KuiB

«HarjioHanbHUI IHCTUTYT paky», HayKOBO-
JOoC/TiiHe BifiineHHsT OHKOriHeKonorii, M. Kuis

I.M.H. ipo¢. KprkaHiBcbka A.€.
KomyHaneHuit  3aknag — «IlpukapnaTtchbKuii
K/IIHIYHUA ~ OHKOJIOTiUHMKA  weHTp», 11l
xipypriuHe BiagineHHs, /lep>aBHUM BUILUN
HaBuaibHUM 3aknaj, «IBaHO-DpaHKiBCbKUI
Hal[ilOHA/IbLHUM  MeJUYHUW  YHIBepCuTeT»,
Kateapa oHkoiorii, M. IBaHO-PpaHKiBCbK

I.M.H. npo¢. KprkaHiBcbka A.€.

KomyHanbHe HeKOMepLiiiiHe —MiJIpPUEMCTBO
«IIpyKapnaTCbKUK K/IiHIYHUM OHKOJIOTiUHUK
1eHTp IBaHO-®paHKIiBCBKOI 00s1acHOI pazm»,
XipypriuHe BiazineHHs1 Ne3 ropMOHO3a1eXHUX
NyXAUH Yy KiHOK, IBaHO-®paHKiBCbKUI
HaLliOHa/TbHUH MeJUYHUN YHIBepCUTeT,
Kadeapa oHKoJorii, M. IBaHO-®paHKiBCbK




2 MPOJOBXKEeHH JojaTKa 12

Howmep Ta gara Hakazy MO3 mipo
MPOBeJeHHS K/TIHIYHOTO
BUMNPOOYBaHHS

Ne 2006 Big 02.10.2019

Hasga kiiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta fara

«PanzomisoBane, Bigkpute pociimkeHHas I ¢a3u nembponizymady (MK-3475) y moeaHaHHi 3
nenBatuHibom (E7080 / MK-7902) y mopiBHsHHI 3 XimioTepari€to mepuioi JiiHii JiKyBaHHS TIpU
PO3TOBCIO/KeHiM abo peuyauByrouini KapuuHoMmi eHzpometpis (LEAP-001)», MK-7902-001, 3
iHKopriopoBaHoto norpaskoro 06 Big 08 nunHsa 2022 poky

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMeXKXeHOI0 BifnoBinampHicTI0 « MCJI YKpaiHa»

CnoHcop, KpaiHa

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

Hauanbauk ®apManeBTHYHOr0 ypaB/IiHHS Tapac JISICKOBCHKU

(migrmc) (Bnacue im’s ITPI3BBULLE)



Honatok 13

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
7.08.2023 Ne 1415

InenTudikallis CyTTeBOI MONpaBKU

OnoBnena Bpomypa gocmiguuka (NT 201), Buganas XXII, Bepcis 1.0 Bixg 31 6epe3ns 2023 p.;
Indopmaiiiauii McTOK Ta (opma iHhOPMOBaHOI 3rofu [y OAaTHKIiB Ha y4acTb y KIIiHIUHOMY
JocmikeHHl, s Ykpainu, Bepcis 2.0 Big 14 kBiTHA 2023 p., YKpaiHCBKOI MOBOMO;
Indopmaiiiauii McToK Ta (opma iHhOPMOBaHOI 3rofu [y OATHKIiB Ha y4acTb y KIIiHIUHOMY
Jloci/pKeHHi, [nns YKpainu, Bepcisi 2.0 Big 14 kBitHa 2023 p., pOCIHCBKOWO MOBOIO;
Indopmaritinnii McTOK TmalieHTa Ta ¢opma iHGOpMOBaHOI 3rofM Ha y4acTb y K/IiHIUHOMY
JOCJTI/IPKeHHI (/111 MaLji€eHTiB, SKUM BUITOBHW/IOCS 18 POKIB mify yac y4acTi y [JOCTIJKeHHI), /s
Yxpainy, Bepcia 3.0 Big 11 KBiTHA 2023 p., yKpaiHCbKOIO MOBO; IH(opMariiiiHuii mMcToK
naiieHTa Ta ¢opmMa iH(pOpMOBaHOI 3ro/id Ha y4yacTb y K/IiHIUHOMY [JOC/ipKeHHi (/151 Tal[ieHTiB,
SIKUM BUMOBHWIOCS 18 pOKiB mif uyac ydacTti y AociigpkeHHi), Ans YKpainu, Bepcisg 3.0 Big 11
KBITHS 2023 p. POCIiHCBKOIO MOBOIO;
Indopmariitinuii UCTOK i popma 3roau narjieHTa BikoMm 14-17 pokiB, Ans YKpainu, Bepcis 2.0 Bif,
11 xBiTHa 2023 p., yKpaiHCbKOK MOBOO; [H(popMalliiiH1il TUCTOK i popma 3roAu MaijieHTa BikoM
14-17 pokiB, gia Ykpainy, Bepcid 2.0 Big 11 kBiTHA 2023 p., pOCiliCBKOK MOBOIO

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

Ne 749 Big 04.05.2022

Has3ga kiHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta ziara

«[IpocrieKTBHe  paHZIOMi30BaHe TO/BiliHe cjime  TUIalle60-KOHTPOIbOBAHE  JIBOETArHe,
OaraTorieHTpOBe JOCTiPKEHHS 3 BiIKDUTHM [I0/JaTKOBUM I1€PiOZioM /ijisi BUBUEHHsI e()eKTHBHOCTI
Ta 6e3neku miperiapaty NT 201 mig yac /iKyBaHHSI CTIACTUYHOCTI M’s13iB HIDKHIX KiHI[IBOK y JiTel
Ta IMiJTiTKIB i3 11lepebpanbHUM napaniuyem», M602011072, Bepcist 1.0 Big 03 BepecHst 2021 p.

3asiBHUK, KpaiHa

TOB «Mb KBECT», YkpaiHa

CnoHcop, KpaiHa

Mepu ®apmachkotikan3 I'm6X, Hiveyunna (Merz Pharmaceuticals GmbH, Germany)

Hauanbauk ®apManeBTUYHOr0 ynpaB/IiHHS Tapac JISICKOBChKUM

(migrmc) (Bnacue im’s TTPI3BUIIIE)



Hopartok 14

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
7.08.2023 Ne 1415

InenTudikallis CyTTeBOI MONpaBKU

[TofoB)KeHHs TPUBAJIOCTI KJIiHIYHOrO BUMNpoOyBaHHS B YKpaiHi 70 31 rpyans 2024 poky; 3MiHa

Ha3BHU MiCLU: MMpoBeJeHHA BI/IHPOGYBE[HHH:

OHKOJIOTiUHUM LieHTp» BUKOHaBUOro oOpraHy
KuiBcbkoi Micekoi pagau (KuiBcbkoi MicbKoi

BYJIO CTAJIO
4.M.H. Ocuncekuu [1.C. A.M.H. Ocuncekun [1.C.
KomyHanbHe HekoMepijitiHe mignpueMcTBo | KoMyHanbHe HeKOMepIjiliHe —TIigIPUEMCTBO
«KuiBCcbKUI MiCBKHUH KaiHiuHul | « KUIBCLKUH MiCBKUM KTiHIYHUN

OHKOJIOTiUHMM 1|eHTP» BHKOHABUOI'O OpraHy
KuiBcbkoi Micekoi pagu (KuiBcbkoi MicbKoi

JeHHUH CTallioHap TIOMIK/IiHIKA 3 KabiHeTom
ambymnaTopHoi XimioTepariii, M. XepcoH

Jep>KaBHOI aaMiHicTpatiii), BifiZliIeHHs | Jlep>KaBHOI afiMiHicTpaLlil), XiMioTepaneBTUUHE

ximioTeparmii [JeHHOTo TmepeOyBaHHS XBOpHX, | BigfiseHHs Ne3 (3  Ji’KKaMu  [JeHHOTO

M. KuiB niepebyBaHHs), M. KuiB

nikap CiHenbHiKOB I.B. nikap CiHenbHikoB I.B.

KomynaneHe mignpuemctBo  «BomuHcbkuii | KomyHaneHe — mianpuemctBo — «BosMHCbKa

obmacHU MeAWUYHWI L€HTP OHKOJIOTi» | obslacHa KjiHiuHa JTiKapHsi»  BommHCBKOT

BomHcbkoi  ob6sacHOi  paau, OHKosioriuHe | obiacHoi pagu, O6/acHUM MeJUYHMM LIeHTP

xiMmioTepaneBTHYHe BijfineHHs, M. JIyLbK OHKOJIOTI'il, OHKOJIOriyHe XimioTepareBTUYHe
BifzinieHHs1, M. JIylibK

nupektop Cokyp I.B. nupektop Cokyp I.B.

KomyHanbHe HekoMmepLiiiHe mignpueMcTBo | KomyHanbHe HeKOMepLiiliHe —MiIPUEMCTBO

«XepCcoOHChbKUM  00/MIaCHUM  OHKOJIOTiUHWM | « XepCOHCHKUN perioHaJbHUM OHKOJIOTiUHHUN

JUcTiaHcep» XepCOHChKOI  obOsiacHOi  pajy, | 1[eHTp» XepCOHChbKOi 006/1acHOi pajy, JeHHUM

KabiHeTOM
XepcoH,

TOJTIK/TIHIKA 3
ximioTepamii, M.

cTaLjioHap
amM0Oy/1aTopHOi
CMT. AHTOHIBKa
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Howmep Ta gara Hakazy MO3 mipo
MPOBeJeHHS K/TIHIYHOTO
BUMNPOOYBaHHS

Ne 1468 Bif 26.06.2020

Hasga kiiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta fara

«PanioMi3oBaHe, Mo/iBiliHe ciine Aoc/impkeHHs da3u 3 /i1 OL[iHKY XimioTeparlii riperapataMu Ha
OCHOBi MylaTMHU y KoMbOiHaiii 3 mperapatom INCMGAOQ0012 abo 6e3 HBOrO B SIKOCTi Tepariii
rmepiiol  JiHII  OpU MeTacTaTUYHOMY  IUIOCKOKJIITUHHOMY 1 HeIUIOCKOK/IITUHHOMY
He/pibHOK/MITUHHOMY paky JerediB (POD1UM-304)», INCMGA 0012-304, Bepcis 4 3
IHKOPIOPOBAHOK) TMOMPaBKOI0 3 Bif 18 >xoBTHs1 2022 pOKYy

3asBHUK, KpaiHa

TTinnpuemctso 3 100% iHo3emHoto iHBecTHiielo «AMK’FOBIA PJIC YkpaiHa»

CrioHCOp, KpaiHa

Incyte Corporation, United States

Hauvanbank ®apmaiieBTHYHOr0 yIpaB/IiHHSA Tapac JIICKOBCHKUI

(migmuc) (Bnacue im’s TTPI3BUIIIE)




Honmatok 15

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
7.08.2023 Ne 1415

InenTudikallis CyTTEBOI MOMpPaBKU

[TomoB)KeHHsT TPUBAJIOCTi KJIiHIUHOrO BUMNpOOYBaHHS Ha TepuTopii YKpainu g0 31 rpynHs
2024 poKy; 3MiHa 3assBHMKA K/IiHIYHOTO BUTIPOOYBAaHHS B YKpaiHi:
BYJIO CTAJIO

TOB «Cinepmxu I'pynn Ykpaina», YKpaiHa TOB «CIHEP/DKU TJIOBAJT YKPAIHA»,
YKpaiHa
BKJ/TFOUEHHSI I0/IaTKOBUX MiCIIb TTPOBE/IEHHS K/TiHIYHOTO BUMPOOYBaHHSI:

Ne I1.I.b. BigmoBiAaBLHOrO AOCTIHUKA
/o Has3Ba Miclis IpoBe/ieHHsI K/TiHIYHOTO BUMPOOYBaHHS

1. | nikap ITomimyxk O.O.
[IpuBaTHe Masie MiANPUEMCTBO, MeAUUYHUN L|eHTp «IlysbC», TeparieBTUUHe BiJfiseHHs,
M. BiHaUIIS
2. | nikap Ocranerko O.T.

MeauuHuii TeHTp «YHiBepcasbHa KiiHika «QO0epir» ToBapucTBa 3 0OMEKEHOIO
BifinmoBiambHICTIO «KamuTan», K1iHIKO-KOHCY/IbTaTUBHE BiziseHHs, M. KuiB

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

Ne 703 Big 23.06.2017

Has3ga kiHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta ziara

«baraTolleHTpOBe, TIPOCTIEKTHBHE, paHZOMi30BaHe, TIO/BiliHe CJlile, TUIAle00-KOHTPOIbOBAHE
nociimkenHss 111 ¢a3u, 1m0 MPOBOJUTHCS TPOTAroM 24 TIKHIB 3 MOX/IMBICTIO TIO[JOBXEHHS
TepMiHy JIIKyBaHH{, y [JBOX Iapaje/lbHUX Ipynax 3 paHAoMisalli€r0 Malji€HTiB y CI1iBBiJHOLIEeHH]
1:1, 3 MeTOr0 OL[iHKK e)eKTUBHOCTI Ta Oe3MeKu repopaibHOr0 MaciTHHIOY y TIOpPiBHSHHI 3 T/1a1e60
IpY JIIKyBaHHI MAL{i€HTIB 3 MOBIIBHO MPOrpecyrourMM CHUCTeMHUM Ta IHJO0/JIeHTHUM CUCTeMHUM
MAaCTOLIUTO30M 3 TSDKKMMU CUMIITTOMAaTUUYHUMM TMPOSIBAMM, PE3UCTEHTHUM [0 OINTHUMa/bHOL
cumnToMaTHyHOI Teparnii», AB15003, Bepcis 7.0 Big 15 munHs 2021

3asBHUK, KpaiHa

TOB «CIHEPJIDKU I'JIOBAJT YKPAIHA», Ykpaina

CrioHCOp, KpaiHa

AB Science, ®paHiiist

Hauvanbauk ®apmaiieBTHUYHOr0 yIpaB/IiHHSA Tapac JITICKOBCHKUI

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HonaTok 16

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
7.08.2023 Ne 1415

InenTudikallis CyTTeBOI MONpaBKU

Bpomypa pocnmigavka (6iHimetiHiO), Bepcisi 1.0 Big TpaBHs 2023 p., aHI/IiNCHKOO MOBOIO;
Bpomypa gocnigauka (eHkopadenib), Bepcist 1.0 Big TpaBHst 2023 p., aHT/TICEKOI0 MOBOIO

Howmep ta fara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 833 Biz 28.04.2021

Hasga kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta ziara

«PanzomizoBane mozBiliHe crire gociimkeHHs (a3u 3 eHkopadeHiOy Ta OiHiMeTiHIOy B
TIO€/IHAHHI 3 TIeMOposTi3yMaboM y TIOPiBHSIHHI 10 Tialleb0 B TMO€AHAHHI 3 meMOpostisymabom y
MalfieHTiB i3 MeTacTaTWUHOIO abo HeorepabenbHOIO MICI[EBO TIOIIMPEHOI0 MeTaHOMORO,
no3utruBHOW 70 MyTaliit BRAF V600E/K», C4221016, ocratouHa Bepcisi mpotokony, [TonpaBka 4
Big 14 nrotoro 2023 poky

3asBHUK, KpaiHa

I[Naiizep Iuk., CHIA

CrioHCOp, KpaiHa

[Ndatizep Iuk., CIITA

Hauvanbauk ®apmaiieBTHYHOr0 yIpaB/IiHHSA Tapac JITICKOBCHKII

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



Honatok 17

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
7.08.2023 Ne 1415

InenTudikallis CyTTeBOI MONpaBKU

3MiHa Ha3BM MiCIIsl MPOBe/IeHHs KJTiHIUHOTO BUTTPOOYBaHHS:

BYJIO CTAJIO
pupekrtop [lapamoHos B.B. nupekrtop IlapamoHos B.B.
KomyHanbHe HekoMepLiiiHe mignpueMcTBo | KomyHanbHe HeKOMepLiiliHe —TMiATPUEMCTBO
«Yepkacbkuit obacHuiA OHKOJIOTIYHUM | «K/TiHIYHMM L|eHTP OHKOJIOTii, remMaToJIOrii,
gucriaHcep Yepkacbkoi  06sacHOI  pajii», | TPAHCIUIAHTOJIOTII Ta MasiaTUBHOI AOMOMOTH
obmacHUM  1eHTp  KiiHiUHOI  oHKoJjorii | YepkachKoi 00/1acHOI pajiv», 00/1acHUM T[eHTp
(oHKOXiMiOTepareBTUYHMI), M. Uepkacu KJIIHIYHOY OHKOJIOTi1
(oHKOXiMiOTepaneBTUUHHUM), M. Yepkacu

Howmep Ta fata Hakazy MO3 1ipo
TpOBeZleHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 2107 Big 17.10.2019

HasBa kniHiyHOTrO BUNpOOYyBaHHH,
KO[I, Bepcis Ta jara

«Hocmimkenns I ¢a3m ans nembposizymady y KombiHariii 3 KapOOIIaTHHOM / TaKCaHOM
(makstiTakcen abo Hab-TlakmiTaKCen) 3 TOAAJBIIMM BBeIEHHSIM IeMOpostisymady y KombOiHargii 3
TiITPUMYIOUMM JIIKyBaHHSIM OJlartapu6om abo 6e3 HbOTO B SIKOCTI Tepartil Mepioi JiHii y rnarfieHTiB
i3 MeTacTaTUUHUM TUIOCKOK/JIITUHHUM  He/piOHOKIITHHHMM pakoMm JiereHiB  (HKPJT)»,
MK-7339-008, 3 iHnkopriopoBaHoto mornpaBkoro 06 Bif 09 BepecHst 2022 poky

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMeEXXeHOI0 Bi/noBifampHicTI0 « MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk lapn enp Joym, CIIA (Merck Sharp & Dohme LLC, USA)

HauanbHuk ®apManeBTHYHOT0 ypaB/IiHHS Tapac JISICKOBCHKUM

(migrmc) (Bnacue im’s TTIPI3BULLIE)



HopmaTok 18

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ S
Ykpainu «I1po npoBefieHHsT KTiHIYHHAX
BUTIPOOYBaHb JTiIKapChKUX 3ac00iB Ta
3aTBep/KeHHS CyTTEBUX MOMPABOK»
7.08.2023 Ne 1415

InenTudikallis CyTTEBOI MOMPaBKU

Bporiypa gocnignvka Radotinib HCI, Bepcis 10.0 Bix 28 kBiTHs 2023 poKy, aHT/TilICEKOI0 MOBOIO;
[ndopmariitinuii 1uctok i popma iHdbopmoBaHoi 3rogu, Bepcisi V4.0UKR(uk)1.0 Big 16 uepBHs
2023 poky, Tnepeksaj, ykpaiHcbkoro MoBoto Bif 30 uepBHsi 2023 poky; [HdopMartitiHuii 1McTOK i
¢opma iHdopmoBaHoi 3rogau, Bepcis V4.0UKR(ru)1.0 Big 16 uyepBHs 2023 poky, nepeknaf
pociticbkoro MoBoto Bifi 30 uepBHs 2023 poKy; 3MiHa Ha3BU MiCL[b TPOBe/IeHHsI BUTIPOOYBaHHSI:

BYJIO CTAJIO

nikap Horaesa JI.I. nikap Horaesa JI.I.

KomyHaneHe HekoMmepLiviHe mignpueMcTBo | KoMyHanbHe HeKOMepLiliHe —TiTIPUEMCTBO

«YepKacbkuii obsiacHu OHKoOJIOTiYHUM | «K/iHIYHMI LIeHTp OHKOJIOTii, remMaToJIorii

mucriaHcep  Yepkacbkoi  00s1acHOT  pajiv», | TPAHCIUIAHTOJIOTII Ta Ta/liaTUBHOM JOTIOMOTH

Ob6nacHuit MiKyBasbHO-ZliarHOCTHUHMUI | Yepkackkoi o6siacHOT pasn»  (CKOpPOYEeHO:

reMarToJIOriuHum 1jeHTp, M. Yepkacu KHIT «KIOI'TIIA Yepkackkoi obmacHOI
pagu»), Ob6nacHuit NiKyBaJIbHO-

[IarHOCTUYHWM TIeMaTO/IOTIYHUKM L|eHTp, M.
Uepkacu

3aB. LileHTpoM YceHKo I'.B.

KomyHaneHuii  3aknag «Micbka KiiHiUHa
jikapHs Ne 4» JIHITIPOBCBHKOI MICBKOI pajw»,
MiCBKWI reMaTo/IoriuHri LieHTp, M. [JHinpo

3aB. Biz. Ycenko I'.B.

KoMmyHanmbHe HekoMepLiiiiHe —MiJTPUEMCTBO
«Miceka KiniHiyHa ikapHsa Ned» [JHIPOBCHKOL
MIiCbKOI paju, TreMaToJIOriyHe BiAJiJeHHs,
M. [THirpo

Howmep Ta fata Hakasy MO3 1ipo
TNpOBeZleHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 38 Big 11.01.2020

HasBa kniHiuHOTO BUNPOOYyBaHHH,
KO[I, Bepcis Ta jara

«MixHapoziHe, 6araToLieHTpOBe, BiJKpUTe AOCTIHKeHHS (a3u 3 3 OJHi€I0 IPYIMOI0 /IS OL[iHKH
edeKTUBHOCTI Ta 6e3rmevHoCTi pafloTUHIOY B MalfieHTiB i3 Ph-mo3uTMBHUM XpOHIUHUM Mi€sOigHIM
NeiiKo30M y XpoHiuHil (a3i, B IKWX Torepe/iHs Tepartist iHri6iTopaMu TUPO3UHKiHA3M, BKIFOUHO 3
iMaTrHiIOOM, Oysla HeedeKTMBHOIO UM BUK/IMKaaa HerlepeHocuMicTb», RT51KRI03, Bepcis 6.0 Bif
22 motoro 2022 poky
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3asiBHUK, KpaiHa TTianpuemcrso 3 100% iHo3emHoto iHBecTHiielo «AMK’FOBIA PJIC YkpaiHa»
CrioHCOp, KpaiHa IL-YANG PHARM. Co., Ltd., Kopes
Hauanbauk ®apmaiieBTHUHOr0 yIpaB/IiHHSA Tapac JITICKOBCHEKUI

(migruc) (Bnacue im’s TIPI3BUIIIE)



HopaTok 19

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[,0pPOB’S
Ykpainu «I1po npoBefieHHsT KTiHIYHHAX
BUTIPOOYBaHb JTiIKapChKUX 3aCc00iB Ta
3aTBep/’KeHHS CyTTEBHX IONPABOK»
7.08.2023 Ne 1415

InenTudikallis CyTTeBOI MOMpPaBKU

3MiHa Ha3BM MiCIlb MPOBE/IEHHS K/iHIUHOTO BUTTPOOYBaHHS:

BYJIO CTAJIO
3aB. LIeHTpOoM Y ceHKO ['.B. 3aB. Bif. Ycenko I['.B.
KomyHanbHe HekoMmepliiliHe mignpueMcTBo | KomyHanbHe HeKOMepLliiiHe —TiANPUEMCTBO
«Micbka KiiHiyHa JyiikapHs Ned» [THINpoBcbKOi | «MicbKa KiiHiuHa jikapHs Ned» JIHITTPOBCHKOT
MicbKOoi pagu, MicbKuii reMaTo/IOTiYHMM | MiCbKOI pajid, TemaTojioriuHe BijJineHHs,
LIeHTp, M. /IHIrpo M. [THinpo
I.M.H., ipod. Kpsiuok [.A. I.M.H., ipo¢. Kpsiuok [.A.
HaijioHampHuil  IHCTUTYT Ppaky, HayKoBO- | /lep)kaBHe  HeKOMepLijiliHe  MiATPUEMCTBO
JociiiHe BiZIIiIeHHS ximiotepanii | «HailioHanbHUII iHCTUTYT pakKy», HayKOBO-
remMo0/71aCTO3iB  Ta aJ'TOBaHTHUX METO/IB | OCTiHe BifinieHHs ximioTepartii
NMKyBaHHS, BifJileHHs1 OHKoOreMatosiorii 3 | reMobiacTo3iB  Ta af’lOBaHTHUX  METO[IB
CEeKTOPOM a/|'tOBAaHTHUX MeTOJIB JIIKyBaHHS, | JIKYBaHHs, BiJi/IeHH OHKOreMaroJiorili 3

M. KuiB

CEeKTOPOM aJi’tTOBaHTHUX MeTOJIB JIiKyBaHHS,
M. Kuis

nikap Horaesa JLI.

KoMmyHanbHe HekoMepLiiliHe MiJTPUEMCTBO
«Hepkacbkuit obacHuiA OHKOJIOTIYHUU
mucnaHcep Yepkacbkoi  o6siacHOi  pagm»,
Ob6snacHuit JKyBaJIbHO-/1iarHOCTUYHUM

reMaToJIOTiYHUM LIeHTp, M. Yepkacu

nikap Horaesa JI.I.

KoMyHanbHe HeKOMepIijiliHe TiJIIPUEMCTBO
«K/miHIYHMM LeHTp OHKOJIOril, TremaroJorii,
TPaHCIVIAHTOJIOTI] Ta MaJiaTUBHOI [JOIIOMOTHU
Uepkacekoi obmacHoi pagu», Ob6sacHuit
JIIKyBa/IbHO-iarHOCTUYHUM  reMaToJ/IOTiUYHUM
LieHTp, M. Yepkacu

Howmep ta gara Hakazy MO3 mipo
TNIpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 2110 Big 16.09.2020
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Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«Mocnimkenns da3u Ib/II 3acTocyBanns nipenapaty APG-2575 sk MoHOTepariii abo B KoMOiHariii 3
iHIIMMU JTiIKapCBKUMU TIperiapaTaMu y TAI[€HTIB 3 peruIuBYIOUMMH Ta/abo pedpakTepHUMH
XPOHIUHUM siMpoLuTapHuM jeriko3om (XJ1JT)/npiOHOKTITHHHOW MiM(GOLMTaPHOI TiM(OMOIO
(4JIT) (SACRED)», APG2575CU101, Bepcisi 3.1 Big 28 6epe3ns 2023

3asBHUK, KpaiHa

TOB «Kpomocdapma YkpaiHa»

CrioHCOp, KpaiHa

Ascentage Pharma Group Inc. (Acentax @apma I'pyn Iuk.), CIITA

Hauvanbauk ®apmaiieBTHYHOr0 yIpaB/IiHHSA Tapac JITICKOBCHEKII

(nigruc) (Bnacue im’s TIPI3BUIIIE)




Honatok 20

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
7.08.2023 Ne 1415

InenTudikallis CyTTeBOI MONpaBKU

Bpomypa pocnigauka [enocymab (AMG 162), Buganus 8.4 Big 12 uepBHs 2023 poky,
aHTJIiliCbKOK MOBOHO

Howmep ta fara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 1747 Bip 27.12.2017

Hasga kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta ziara

«PaHgomi3oBaHe, moABiliHe citire, T1arieb60-KOHTPO/bOBaHe IOCHIHKeHHS ¢asu 3, 110
MIPOBO/IUTHCS B Tlapasie/IbHUX TPyTax Jjisk OLiHKK Oe3reku Ta e)eKTUBHOCTI leHOoCyMaly y AiTei i3
OCTEeOTIOpO30M, CIIPUUMHEHHUM TJIFOKOKOPTUKOIZHUMHK 3acobamu», 20140444, iHKopriopoBaHUM
nonipaBkoro 3 Bif 20 kBiTHA 2021 poky

3asiBHUK, KpaiHa

ITianmpuemcTso 3 100% iHo3eMHor0 iHBecTuijiclo «AMK'FOBIA PIIC YkpaiHa»

CnoHcop, KpaiHa

«AmxeH [HK.» (Amgen Inc.), CIITA

Hauanbauk ®apManeBTUYHOr0 ypaB/IiHHS Tapac JISICKOBCHKUM

(miparmc) (Bnacue im’s TTPI3BUIIIE)



HopaTok 21

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
7.08.2023 Ne 1415

InenTudikallis CyTTeBOI MONpaBKU

Onosnenuii [IpoTokosn KiaiHiyHOTO AocaifkeHHss ZWI-ZW25-301, 3 iHKOPIIOpPOBaHO MOMPAaBKOI0
3 Big 07 mororo 2023 p., aHIJiACBKOIO MOBOI; bpolllypa AoCaiHUKa [OC/TiIKyBaHOTO
mikapceKoro 3acoby 3animaramab (Zanidatamab (ZW25)), Buganns 10.0 Big 24 xoBtHs 2022 p.,
aHTJIiicbKOI0 MOBOMO; Bpolitypa AocmifHUKa JOC/TipKyBaHOTO JIiKapchKoro 3acoby Tucnemnizymab
(Tislelizumab, BGB-A317), Buzganus 10.0 Big 09 mtotoro 2023 p., aHrificbKo0 MOBOIO; Jlocke
JIOC/TiIKYBaHOTO JliKapChKOro 3aco0y 3aHizatamab (Zanidatamab, ZW25), Bepcist 4 Bij 24 ciuHs
2023 p., aHIJiHACBKOI MOBOIO; JloChe [OCIiKYBAaHOTO JiKapchKoro 3acoby Twucienizymab
(Tislelizumab, BGB-A317), Bepcis 7.2 Big 23 mucromaja 2022 p., aHIIIKUCBKO MOBOIO;
3any4eHHs J0JaTKOBOI BUDOOHUYOI ATBHULII BUPOOHUIITBA AOC/IiPKYBAaHOTO JIIKAPCHKOTO 3aco0y
3anigaramab (Zanidatamab, ZW25), opoIok it KOHLEHTPaTy /st PO3unHy A/ iHgy3ii, 300 mr
y ¢nakoni, WuXi Biologics Co., Ltd, China; 3anyueHHs anbTepHaTUBHOI'O [J03yBaHHs Iperapary
nopiBHsiHHA [ucrinatun (Cisplatin-Losung), KoHIeHTpaT Ay po3uuHy A/ iHdy3ik 1mr/mi,
50mr/50mn y duakoni (BupobHuk: Thymoorgan Pharmazie GmbH, Germany, Schiffgraben 23,
Goslar, Niedersachsen, 38690, Germany; BnacHuk peectpaiitiHoro mocBiguenHs: Hikma
Pharmaceutica (Portugal), S.A., Estrada do Rio da Mo no.8, 8A e 8B, Fervenca 2705-906
Terrugem SNT, Portugal); KopoTka xapakrepucTuka Jiikapcbkoro 3acoby Cisplatin (LucniaTun),
1 mr/mn, Bif motoro 2022p., HiMEIBKOO Ta aHTJIMCHKOI0 MOBaMH; 3pa30K MapKyBaHHS KOPOOKH
JUT TiKapChbKOTO 3aco0y TMopiBHSAHHA L[ycriaTvH, KOHIIEHTpAT [/ PO3uuHy /s iHdYy3il, Big 24
6epe3ns 2023 poky, YKpaiHCbKOI MOBOI; 3pa30K MapKyBaHHS KOPOOKH /jisl JiKapCbKOTO 3aco0y
niopiBHsiHHSA Kanenyta6iH, TabieTKy, BKPUTI TUTIBKOBOKO 000JIOHKORO, /1151 KOPOOKH, Bif 21 moTOro
2023 poKy, YKpalHCbKOIO MOBOIO; 3pa30K MapKyBaHHs KODOOKM [jis JiKapChKOTO 3aco0y
riopiBHsIHH OKCamiraTiH, KOHLIEHTpAT /i po3uuHy AJis iHy3iit 5 mr/mi, 20 M y ¢uiakoHi, Bif
21 motoro 2023 poKy, YKpaiHCBKOK MOBOK; 3pa30K MapKyBaHHsI KOPOOKU Jisi JIIKapCbKOTO
3acoby mopiBHsAHHS Pnyopoypaiui, po3unHy s in’ekui 50 mr/mm, 100 mn y diakoHi, Big 24
motoro 2023 poKy, YKpalHCbKOIO MOBOIO; 3pa30K MapKyBaHHS KOPOOKH JIiKapchKoro 3acoby
['epuenTtuH
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(Tpacty3ymab), omguH bGaraTozo3oBuil uiakoH, 1o Mictuts 440 mr I'eprientuny (Tpacty3ymab),
Ta OWH (Py1akOH 3 po3urMHHUKOM, 20 mi, Bifg 03 ciuna 2023 poky yKpaiHCHKOIO MOBOMO; 3pa3oK
MapKyBaHHS ~ (JIaKOHY  [OC/i/PKYBaHOTO  JTIKApChKOTO  3aco0y  TmopiBHsHHA — ['eprienTtuH
(Tpacty3ymab), TIOpOIIOK /i/isi TIPUTOTYBaHHS KOHLIEHTPATY ISl pO3urHy A7s iHQy3ii, 440 mr y
Oararogo3oBomy (akoHi, Big 03 ciuns 2023 poKy yKpaiHCBKOIO MOBOIO; 3pa30K MapKyBaHHS
(G1akoHy 3 PO3YMHHUKOM [I0 [AOC/Ii/PKYBAaHOTO JiKAapChKOTO 3aco0y TMopiBHsHHS ['epuenTuH
(Tpacty3ymab), 20 mi po3uMHHHMKa Yy (akoHi, Big 03 ciuns 2023 poky yKpaiHCHKOI MOBOIO;
3pa30K MapKyBaHHSI KOPOOKH s OC/iPKyBaHOTO JTiKapChbKOro 3aco0y 3aHiziaramald, MopoIioK
JU1s. KOHLIeHTpaTty /s po3uuHy s iHgysiil, 300 mr, Bixg 05 kBiTHA 2023 pOKy, yKpaiHCBKOO
MOBOIO; 3pa30K MapKyBaHHsI KOPOOKHU [yisi [JOC/Ii/IPKyBaHOTO JliKapCchbKoro 3aco0y 3aHigaTamab,
TOPOLIOK /711 KOHLIEHTpAaTy /s po3uuHy Ans iHgysiii, 300 mr, Big 06 xBitHs 2023 poky,
YKpaiHCBKOK MOBOIO; 3pa30K MapKyBaHHSI (h/IakOHY /ISl AOCTiPKYBAaHOTO JIiKapChKOTO 3acoly
3aHijaTamab, MOPOIIOK [/ KOHLIEHTPaTy i po3uuHy s iHdy3iii, 300 mr, Big 05 kBiTHs 2023
POKY, YKpaiHCbKOIO MOBOI; 3pa30K MapKyBaHHsS ()IaKOHY [JIsi JOCIipKyBaHOTO JiKapChbKOTO
3aco0y 3aHijjaTaMa0, MOPOIIOK /111 KOHIEHTPATy /1 po3uunHy s iHdys3iti, 300 mr, Big 06 KBiTH:
2023 poKy, YKpaiHCbKOI0 MOBOIO; 3pa30K MapKyBaHHS KOPOOKH IS [JOC/Ti/PKYBAHOTO JTiKapChKOT'O
3acoby BGB-A317, KoHIjeHTpatT st po3uuHy ans iHdysii, 100 mr/10 mu, Big 06 kBiTHs 2023
POKY, YKpaiHCbKOIO MOBOI; 3pa30K MapKyBaHHsS (IaKOHY [JIsl JOCIipKyBaHOIO JiKapChbKOTO
3acoby BGB-A317, KoHIjeHTpar st po3uuHy ans iHdysii, 100 mr/10 mu, Big 06 kBiTHs 2023
POKY, YKpaiHCbKOI MOBOIO; ZWI-ZW25-301 OcHoBHa [Hdopwmatiist g5 naijieHTa Ta
¢dopma iHpopmoBaHoi 3rosu, Bepcisi 4.0 Ay YKpaiHu aHI/ilicbkoro MoBoto Bif 04 kBiTHs1 2023 p.;
ZWI-ZW25-301 OcHoBHa IHdopmaliis A naijieHTa Ta opma iHpopMoBaHOi 3rogu, Bepcis 4.0
11 YKpaiHy yKpPaiHCbKOK MOBORO Bif 04 kBitHa 2023 p.; ZWI-ZW25-301 OcHoBHa
Indopmatiist g5 marieHTa Ta dopma iHdbopmoBaHoi 3roau, Bepcisi 4.0 A/ YKpaiHU pOCiMChKOIO
MoBO1O Bifi 04 kBiTHs1 2023 p.; ZWI-ZW25-301 IHdopmaliis A5 natlieHTa Ta popma iHhopmoBaHOi
3ro/ii Ha y4acTb Y TorepeHbOMY CKPUHIHTY, Bepcisi 3.0 A/ YKpaiHu aHr/1iiicbKoro MoBoO Bif, 30
6epe3ns 2023 p.; ZWI-ZW25-301 Iudopmariist an1s mnaiiedTa Ta ¢opma iHhopMoBaHOi 3rofy Ha
yuacTb y TiorepeJHbOMY CKpHHiHTY, Bepcist 3.0 151 YKpaiHu yKpaiHCbKOI MOBORO Biz 30 Gepe3Hs
2023 p.; ZWI-ZW25-301 Indopmatiis s naijiedta Ta ¢opMa iHpoOpMOBaHOI 3roju Ha yuacTb y
rorepeJHLOMY CKpPHHiHTY, Bepcist 3.0 gy YKpainu pociticbkoro MoBoto Bif 30 6epesnsi 2023 p.;
ZWI-ZW25-301 Iadopmariis Ta ¢opma iHpopmoBaHOi 3roau Ha 30ip [JaHMX MPO BariTHY
MapTHePKY Ta HOBOHAPO/KeHy AUTHHY, Bepcis 3.0 a1 YKpainu
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aHricbkoro Moot Bif 03 kBiTHa 2023 p.; ZWI-ZW25-301 Iundopmaris Ta ¢opma
iHpopMoBaHoOi 3rogu Ha 30ip JaHWX TPO BariTHy MapTHEPKY Ta HOBOHAPO)KeHy JUTHHY, BepCist
3.0 gns YkpaiHu ykpaiHCcbkoro MoBow Bif, 03 kBiTHs 2023 p.; ZWI-ZW25-301 Indopmariis Ta
¢dopma iHpopMoBaHOi 3roau Ha 30ip JaHMX TIPO BariTHy NMapTHEPKY Ta HOBOHAPO/KeHY AWTHHY,
Bepcis 3.0 ayig YKpaiHnu pociiickKoro MoBoto Bif 03 kBiTHs1 2023 p.; KapTka naijieHTa, Bepcisi 2.0.0
Biz 04 kBiTHs 2023 pPOKY, YKPalHCBKOIO MOBOR; 3MiHa Ha3Bu CrioHCOpa [OC/i)KeHHs:

BYJIO CTAJIO
«3amBopkc IHK., Kanazga» (Zymeworks Inc., | «3aiimBopkc biCi IHk., Kanaga» (Zymeworks
Canada) BC Inc.,Canada)
3MiHa Bi/INOBiZIA/ILHOTO TOC/Ti THUKA Ta Ha3BH MiCIis IPOBe/IeHHsI BUITPOOYBaHHS:
BYJIO CTAJIO
K.M.H. TpyxiH /I.B. nikap Kpacuorpyzs FO.C.
KomyHanbHe HekoMmepliiliHe mignpueMcTBo | KomyHanbHe HeKOMepLliiiHe —TiANpPUEMCTBO
«OpeceKui obsiacHu OHKOJIOTiUHMM | «OfecbKuit perioHanbHUN KJIIHIYHUU
mucrancep»  Opecbkoi  obnacHOi  pasiy», | IPOTUITYX/IMHHUE LIeHTp» Ofecbkoi o6sacHOl
craLiioHap JIeHHOr 0 nepeOyBaHHs | paziv», BijineHHs ximioTeparii, M. Ozeca
JUCIIaHCEPHO-TIOJIIK/TIHIYHOTO BilTiIeHHs,
M. Opeca

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

Ne 2147 Bif 04.10.2021

Ha3Ba kiHiuHOr0 BUNIpOOYBaHHS,
KO[|, BepCisd Ta fara

«PaHgomi3oBaHe OaraTolleHTpOBe AOCTimKeHHS a3y 3 mpernapary 3aHizaramad y KoMOiHariii 3
ximiorepamieto 3 Tucnmenizymabom abo 6e3 Hboro y mauieHtiB 3 HER2-mo3utuBHOIO
Hepe3eKTabe/nbHOIO — MiclleBomomMpeHor0  abo  MeTacTaTMUHOK  ractpoe3odareasbHOO
ageHokaptHoMmoro (I'EA)», ZWI-ZW25-301, 3 iHKOPHOpPOBaHOK MOMPaBKOK 2 Bifi 27 >KOBTHS
2021 p.

3asaBHUK, KpaiHa

ToBapuctBo 3 O6mexxeHowo BignosiganbHicTio  «KoHTpakTHO-/{ocmignuipka Oprani3atiis
IHHO(apM-YKpaiHa»

CnoHcop, KpaiHa

«3aiimMBopkKc IHK.», Kanaga (Zymeworks Inc., Canada)

Hauvanbauk ®apmaiieBTHYHOr0 yIpaB/IiHHSA Tapac JITCKOBCHKI

(migruc) (Bnacue im’s TIPI3BUIIIE)




