JonaTtox 1

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta

3aTBEPKEHHS CYTTEBUX MOIPABOK
17.12.2021 Ne 2814

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBane, Mmianedb0-KOHTPOJILOBAHE, IMOJABIMHE ciine, 0araToIeHTPOBE IOCHIHKCHHS IS OI[IHKA
edexkTuBHOCTI Ta O6e3neunocti BT-11 mis mepopanbHOro 3actocyBaHHs npu XBopoOi KpoHa cepennporo ta
Ba)XKKOT'O CTYNEHS TSHKKOCTI», Ko pociimpkenHs BT-11-202, sepcis 1.1- [Tonpaska 1, Big 02 kBitHs 2021

3asiBHUK, KpaiHa

«Komak Menikan JIT/», bonrapis

CrnioHcop, kpaina

«Jlangoc biodapma Iak» (Landos Biopharma, Inc), CIHA

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

BT-11 (1912399-91-7; BT-11; [4- [6- (1H-Oen3uminazon-2-in) mipuauH-2-kapOonin] minepasun-1-in]-[6-
(1HG6en3uminazon-2-in) mipuauH-2-in] meranoH); tabnerku; 1000 mr; PCI Pharma Services Germany
GmbH, Germany; Millmount Healhcare Limited, Ireland; Alpex Pharma SA, Switzerland;

[Tmane6o mo BT-11, Tabnerku; PCI Pharma Services Germany GmbH, Germany; Millmount Healhcare
Limited, Ireland; Alpex Pharma SA, Switzerland

Binmosinaneauii (1)
JOCITITHUK (M) Ta MicIe
(s1) mpoBeeHHS
BUINIPOOYBaHHs B YKpaiHi

1) a.m.H. I'ociogapeekuii 1.51.

KomyHnaneHe HexkomepiiiiHe mianpueMcTBo «TepHONIbChKAa YHIBEpCUTETChKA JIKapHs» TepHOMiIbChKOT
obnacHoi paau, OOMacHUN LIEHTP TaCTPOCHTEPOJIOTII 3 TeMaToNIOTi€l0, TaCTPOSHTEPOJIOTIUHE BIIIJICHHS,
M. TepHomiab

2) nikap Pimko S.0.

KomyHaneHe HekoMepliiiHe MiANpHEMCTBO «3akapnaTcbka oOOJlacHAa KIIIHIYHA JIIKapHS 1MeHI AHJpis
Hosaxka» 3akapnarcbkoi 00J1acHOT pajiy, TaCTPOEHTEPOJIOTIYHE BIIIUIEHHS, M. Y KIOpOJ

3) nikap bonmapenko T.M.

KomyHanpHe HEKOMepliiHE MIAIPUEMCTBO «XepCOHChKa MiChKa KJIIHIUHA JiKapHs iMeH1 Adanacis 1 Onbru
Tpomninux» XepcoHChKOi MICBKOT pajii, TeparneBTUYHE BiJIJICHHS, M. XepCOH

4) k.M.H. latienko O.T'.

KomyHnanene HekomepiiiiiHe mianpueMcTBo «Micbka KiiHiuHa JikapHa Ne2 imeni mpod. O.O.IlamimoBa»
XapKiBCbKOi MICbKOI pajid, MIPOKTOJIOTIUHE BIJ/IIIEHHS, M. XapKiB

5) nikap Cxubano C.A.

Mennunuit neatp «Ox!KiiHik+» ToBapucTBa 3 0OMEXKEHOI BIAMOBIAAIBHICTIO «MDKHAPOIHUA IHCTUTYT
KIHIYHUX JOCTIKEHbY, CTallioHapHe BiaaiieHHs, M. Kuis

6) nikap Jlormanini T.IL




2 MPOJOBXKEHHS H0aTKa |

Komynanene Hekomepuiiine mnianpuemcrBo KwuiBcbkoi obOmacnHoi panu «KuiBcbka obiacHa JiKapHs»,
TepaneBTHyYHe BiaaiieHHs, M. Kui

7) k.m.H. Hemra B.B.

MenuuHuii [EHTP TOBAPUCTBA 3 OOMEKEHOK BiIMOBIHAIBHICTIO «JlialleHTp», TacTPOSHTEPOJIOTIUHE
BIITITICHHS, M. 3aIOPiAOKs

8) mikap LlleBuyk B.M.

JlikyBaJIbHO-J1arHOCTUYHUN TIEHTP MPUBATHOTO MIANPUEMCTBA MPUBATHOI BUPOOHUYOT GipMH «ALIMHYCY,
M. KponuBHuibkuit

9) nikap Omiitauk O.1.

KomyHnaneHe HekomepliiiHe mignmpueMctBo «Micbka mikapHs Ne6» 3amopi3bkoi MiCBKOI  pajd,
racTPOCHTEPOJIOTIYHE BIITUICHHS, M. 3alOPIAOKS

[Ipenapatu mopiBHSHHS,
BUPOOHUK Ta KpaiHa

CynyTtHi
Marepiaiau/mpenaparu
CYITYTHBOI Tepartii

— /=

B.o. renepaibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NMEeYCHHS Isan 3AZIBOPHUX




JonaTtox 2

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00iB Ta

3aTBEPKEHHS CYTTEBUX MOIPABOK
17.12.2021 Ne 2814

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

«PanyiomizoBaHe MojBiiiHE ciine miane00-KOHTPOILOBAHE AOCTIKEHHS Pa3u 3 Il OIIHKY e(PEeKTHBHOCTI
Ta OE3MEeYHOCTI CHTOCIUICTHHIOY B TMO€AHAHHI 3 IHTCHCHMBHOK IHAYKIIHHOIO Ta KOHCOJIIYIOUOIO
XiMiOTeparmi€ro y A0pOCInX MPH BIEPIIE AiarHOCTOBAHOMY T'OCTPOMY MI€JIOITHOMY JEWKO31 3 MyTali€lo B
reni Hykneodocmin-1», kon gocnimkenns KB-ENTO-3001, Bepcis 2 (mompaska 1) Big 06 nunus 2021 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO  BIANOBIJAJIBHICTIO  «®APMACBIOTIKAJI ~ PICEPY
ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHA)

CrnioHcop, kpaina

Kronos Bio, Inc., CIIIA

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka ¢opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

Enrocmiernni6 (Entospletinib) (GS-9973, ENTO) (GS-9973-02, ENTO; Entocrutetuni6 (Entospletinib)
(GS-9973); Entocruterunio (Entospletinib) (GS-9973)); Tabnerku, BKpUTi I1iBKOBOIO 000510HKO0K0; 200 MT;
Fuji Chemical Industries Co., Ltd. Gohkakizawa Plant, SInonisi; Cambrex (Halo Pharmaceutical Canada Inc
(subsidiary of Cambrex corporation)), Kanana; PPD Development, L.P., CIIA; Fisher Clinical Services
Inc., CIIA; Fisher Clinical Services, Inc., CIIIA; Fisher Clinical Services GmbH, Himeuunna; Fisher
Clinical Services GmbH, Himeuunna;

[Tnane6o no Entocrneruni6 (Entospletinib) (GS-9973, ENTO), TabneTku, BKpUTI TUTIBKOBOKO 000JIOHKOIO;
Fuji Chemical Industries Co., Ltd. Gohkakizawa Plant, fimonis; Cambrex (Halo Pharmaceutical Canada Inc
(subsidiary of Cambrex corporation)), Kanana; PPD Development, L.P., CIIA; Fisher Clinical Services
Inc., CIJA; Fisher Clinical Services, Inc., CIIIA; Fisher Clinical Services GmbH, Himeuunna; Fisher
Clinical Services GmbH, HimeuunHa;

Haynopyoinma  (Daunorubicin)  ([laynopyGinuay — rigpoxmopun  (Daunorubicin  hydrochloride);
HayHopyOituny rigpoxmopun (Daunorubicin hydrochloride)); IMopomok; 20 mr; Cenexi - Laboratoires
Thissen SA, benbris; Almac Clinical Services Limited, BenmukoOputanis;

[{urapabin (Cytarabine)/APA-tien (ARA-cell) (Ilutapa6in (Cytarabine)); Po3uun mns indy3ii; 50 mr/mi;
STADApharm GmbH, Himeuyunna; Almac Clinical Services Limited, BenmukoOpuTanis;
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Bianosinanbawmii (1) 1) a.m.H., mpod. Kimmmenko C.B.
JOCIHITHUK (1) Ta MicIe Kniniuna mikapus «®eodanis» JlepkaBHOro ympamiiHHA crpaBamu, LleHTp rematosorii, ximioreparii
(s1) mpoBeeHHS reMo0J1acTO31B Ta TpaHCIUIaHTAIlii KICTKOBOTO MO3KY, M. KuiB

BUNIPOOYBaHHA B YKpaini | 2) A.M.H., npod. CiBkouu C.O.

KomyHnansHe HeKomepiriitHe mianpueMcTBo «KuiBchka MichKa KiliHIYHA JiKapHA NeDy» BUKOHABYOTO OpraHy
KuiBchkoi wmicekoi pagu  (KuiBchkoi MichkOi AepxkaBHOi —ammiHicTpanii), KuiBcbkuii MichbKUit
reMaTOoJIOTIYHHUM IEHTp Ha 06a31 remaTosoriunoro BiaaiaeHHs Nel, m. Kuis

3) nmikap Horaesa JI.1.

KomyHansHe HekoMepIliiiHe miaAnprueMcTBO «YepKachkuili 00JacHUI OHKOIOTIYHUMN nucnaHcep YepkachbKol
oOmacHoi panu», O01acHUH JIIKyBaJIbHO-IarHOCTUYHUHN TeMaTOIOTIYHIHA EeHTp, M. Yepkacu

4) n.m.H., ipod. Cxpurnauk .M.

Komynanene minnpuemctBo «[lontaBchka oOmacHa xmiHiyHa Jikapas iM. M.B. CkitidocoBchkoro
ITonraBchkoi o0OMacHOi paauW», reMarosioriyHe BigAUIeHHS, [lonTaBCbKUH ACp)KaBHHM MEIUYHUN
yHIBepCHTET, Kadenpa BHyTpimHb0i Meauuuuu Nel, m. [TonTaBa

[Ipenapatu NOpiBHSHHA, | —
BUPOOHUK Ta KpaiHa

CynyTHi - 1abopaTopHi Habopu;
MaTepiaau/npenapaTu - IpyKOBaH1 MaTepiaiu./ —
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




JonaTox 3

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHUX 3aC00iB Ta

3aTBEPKEHHS CYTTEBUX MOIPABOK
17.12.2021 Ne 2814

Hasga xiiniuHOTO «[lonsiiine ciine, muane00-KOHTPOIBOBAHE, 0AraTOIEHTPOBE MOCHIIKEHHS 3 BIAKPUTHUM PO3LIMPEHUM

BHUIPOOYBaHHS, KO, MepioIoM JOCHTIDKeHHsT s OmiHKM edekTuBHOCTI Ta Oesmeku SRP-4045 1 SRP-4053 y marieHTiB 3

Bepcis Ta Jara M's130BO10 uctpodieto [romennay, kox nocmimkenns 4045-301, nporokon 3 monpaskoro 10, Bepcist 11, Big
03 6epesns 2020 p.

3asiBHUK, KpaiHa TOB «CanaKuic», Ykpaina

CrioHcOp, KpaiHa Sarepta Therapeutics, Inc., USA

[Mepenik nocmimxyBanux | Kacumepcen /SRP-4045 (SRP-4045 (exBiBanentnmii koxy SRP-4045); Kacumepcen (3ampornoHoBaHa

JKapChKHX 3ac00iB MDKHApOJHA HelaTeHTOBaHa Ha3Ba)); KowuieHTpaT mis po3uunHy s ingysii; 100 mr/2 mur (50 mr/min);

nikapcbka hopma, Almac Clinical Services Ltd., United Kingdom; Almac Clinical Services (Ireland) Limited, Ireland; OSO

JI03yBaHHSs, BUPOOHHUK, BioPharmaceuticals Manufacturing LLC, United States (USA); OSO BioPharmaceuticals Manufacturing

KpaiHa LLC, United States (USA); OSO BioPharmaceuticals Manufacturing LLC, United States (USA);

[Tnare60 no Kacumepcen /SRP-4045, Konrentpar s po3unny aist indysiii; Almac Clinical Services Ltd.,
United Kingdom; Almac Clinical Services (Ireland) Limited, Ireland; OSO BioPharmaceuticals
Manufacturing LLC, United States (USA); OSO BioPharmaceuticals Manufacturing LLC, United States
(USA); OSO BioPharmaceuticals Manufacturing LLC, United States (USA);

Tomoaupcen /SRP-4053 (Tomoxupcen (3ampormoHOBaHA MiKHAPOAHA HemaTeHToBaHa Has3Ba); SRP-4053);
Konuentpar ans pozuuny ans iHdysii; 100 mr/2 mu (50 mr/min); Almac Clinical Services Ltd., United
Kingdom; Almac Clinical Services (Ireland) Limited, Ireland; OSO BioPharmaceuticals Manufacturing
LLC, United States (USA); OSO BioPharmaceuticals Manufacturing LLC, United States (USA); OSO
BioPharmaceuticals Manufacturing LLC, United States (USA);

[Tnane6o mo IN'omomupcen /SRP-4053, Konnentpar mais pozuuny ais iHdy3iit; Almac Clinical Services Ltd.,
United Kingdom; Almac Clinical Services (Ireland) Limited, Ireland; OSO BioPharmaceuticals
Manufacturing LLC, United States (USA); OSO BioPharmaceuticals Manufacturing LLC, United States
(USA); OSO BioPharmaceuticals Manufacturing LLC, United States (USA);
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Bianosinanbawmii (1) 1) k.m.u. [arimmo A.B.
JOCIHITHUK (1) Ta MicIe JepxaBHa yctaHoBa «I[HCTUTYT HeBpoOJOrii, mcuxiaTpii Ta Hapkosorii HamioHanpHOI akageMii MeIUYHUX
(s1) mpoBeeHHS HayK YKpainu», BIIAUT PyHKIIOHAIBHOI HEHpOXipyprii 3 rpymoro maroMopdoiorii, M. Xapkis

BUNpoOyBaHHs B Ykpaini | 2) k.M.H. [lenbBa J1.10.

KomyHnansHe HekoMmepitiiine mianpueMcTBo «IBaHo-dpaHKiBcbka oOacHa MUTSYA KIIIHIYHA JTiKapHs [BaHO-
®pankiBChKO1 00JACHOT pajy», BIATUICHHS A AiTe€H 3 ypaKeHHSIM LEHTPAIbHOI HEPBOBOI CHCTEMH Ta
MOPYIICHHSIM (YHKIIIi OTIOPHO-PYXOBOTO anapary, M. [BaHo-®paHKiBChK

3) n.m.H. Kupuuenko A.T.

KomynanpHe mignpueMcTBO «/[HimporneTrpoBchka o0jacHa AUTAYA KIIiHIYHA JiKapHs» J[HIIpOoneTpoBChKOi
o0acHOi panu, HEBPOJIOTrO-HEUPOXipypriuHe BigaineHHs, M. JJHinpo

4) k.m.H. Maptuniok B.1O.

Jep:xaBHui 3aKia «YKpaiHCbKHI MEIUMYHUN [EHTp peadimiTarii AiTel 3 OpraHiuHuM ypaXeHHSIM HepBOBOI
cucteMd MiHICTepCTBa OXOPOHU 3JI0POB'St  YKpaiHW», KOHCYJbTaTUBHO-IIarHOCTUYHE BIIUICHHS,

M. KuiB
[Ipenapatu NOpiBHSHHA, | —
BUPOOHUK Ta KpaiHa
CynyTHi —/—

MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




Jonartox 4

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEPKEHHS CYTTEBUX MOIPABOK
17.12.2021 Ne 2814

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

“ITonBiifHe ciirne, paHIoMi30BaHe JOCITIIKEHHS B MapalieIbHUX IPyIax, sike MPOBOTUTHCS 3 METOK OIIHKU
bapMakoKiHETHYHOTO Tpodito Ta moaiOHOCTI KiiHiyHOI ail nmpemapariB MabionCD20 (BUrOTOBISETHCS B
KOMepIHiiHuX Mmacirabax), Mabreporo® (sika 3atBepkeHa y €Bporeiickkomy Coro3i) ta Pirykcanom®
(saxmit minenzoBanuii 'y CIIA) y mamieHTiB 3 peBMaTOiTHUM apTPUTOM CEPEIHBOTO Ta TSHKKOTO CTYIICHS
BaKKocTi», ko nociipkenHs MabionCD20-003RA, Bepcis 2.0 Bix 21 tpaBus 2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CrnioHcop, kpaina

«Mabion C.A.»/ Mabion S.A., ITonsma

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka ¢opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

MabionCD20 (IMP-003RA); MabionCD20; Rituximab Mabion, Rituximab, Rytuksymab DP — w dawce
500 mg, Purykcumab, RITUXIMAB (purykcuMa0); KOHIIEHTpAT Ui IPUTOTYBAHHS PO3YMHY sl 1H(Y3ii;
10 mr/man (mimirpam/minimitp); (500 mr); Mabion S.A. (MABION SPOLKA AKCYJNA), ITomb1a;

Bianosinanbumii (1)
JOCITITHUK (M) Ta MicIe
(s1) mpoBeeHHS
BUINIPOOYBaHHs B YKpaiHi

1) k.M.H. KaukoBcbka B.B.

Komynanene HexomepuiiiHe mnianpuemctBo Cymcbpkoi obmacHoi paau «CyMmcbka oOjacHa KIIHIYHA
JIKapHs», TepaneBTHUHE BiaaIeHHs, CyMCbKUM Jep:KaBHUN yHIBepcUTeT, MequuHuil 1HCTUTYT, Kadeapa
BHYTPIIIHBOI MEAULIMHY 3 LIEHTPOM peciipaTopHoi MeauuHu, M. Cymu

2) n.M.H., npod. CranicnaBuyk M.A.

KomyHnaneHe HekomepiiiiHe mianpueMcTBo «BiHHMIbKa oOyiacHa KiiHiuHa jikapHa iM. M.I. Iluporosa
Binnunekoi o6iacHOi paan», BUCOKOCHEIIATI30BaHUM KIIHIYHUI IIEHTP PEBMATOJIOTII, OCTEONMOpO3y Ta
Oiosoriunoi Teparmii, M. BiHHHIIS

3) a.m.H., ipod. Yom sk B.B.

KomyHaneHe HexoMepuiiine mianpueMcTBo JIbBiBChbKOi 00sacHOi pagu «JIbBiBChKUI 00MacHUM KIIIHIYHUNA
JIarHOCTUYHUN HEHTP», perioHaAIbHUN HEHTP aleproiorii Ta KJiHIYHOI iMyHOJI0T1i, M. JIbBIB

4) k.m.H. ['apmim O.O.

HepxaBna ycranoBa «HamionaneHuit HaykoBuil ueHTp «lHcTUTYT Kapnaionorii iMeH1 akajaemika
M.JI. Crpaxecka» HamioHanpHOi akanemii MeAMYHUX HAayK YKpaiHH, BiJIT HEKOPOHAPHUX XBOPOO cepiist
Ta peBmarouiorii, M. Kuis
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5) n.m.H., pod. Ky3pmina I'.I1.

Komynansue mianpuemctBo «KpuBopizbka Michbka KiiHiduHA jikapHs Ne2y» KpuBopizpkoi MichKOi pajw,
Kap/110JIOT1YHE BiJIIJICHHS 3 PEBMATOJIOTTYHUMHU Jbkkamu, M. Kpuswuii Pir

6) n.m.H., npod. Hagamkesuu O.H.

Menu4Hui EHTP TOBAPUCTBA 3 0OMEKEHOIO BiIOBITANBHICTIO «AKaJeMidyHa MeAUYHa rpynay, M. JIbBiB

7) k.M.H. Tkauenko M.B.

Komynanene minnpuemcrBo «llonTaBchka obOnacHa kiiHigHa JmikapHs iM. M.B. CxkiigocoBcbkoro
[TontaBchkoi 06macHOT pagny, 00JaCHUI JTIKyBalbHO-/11arHOCTUYHUI PEBMAaTOJIOTIYHUN LEHTP, Y KpaiHChKa
MeIMYHA CTOMATOJIOTIYHA aKkajieMis, Kadeapa ciMeliHoi MeauuuHHY 1 Tepamnii, M. [Tonrasa

8) n.m.H., mpod. Cmisia C.1.

KomyHnanene HexomepiiiiHe mianpueMcTBo «TepHONiIbChKa YHIBEpCHUTETChKA JIKAapHs» TepHOMIIbCHKOT
o0nacHOi paau, peBMaTOJIOTiYHe BiAIiIeHHs, TepHONIbChKUN HAllIOHAIbHUN MEANYHUN YHIBEPCUTET IMEHI1
I.51. TopbaueBcbkoro MiHicTepcTBa OXOpOHH 3/0pOB's YKpaiHu, Kadenpa BHYTPIIIHbOT MenuiuHu No2,
M. TepHoOMiIb

[IpemapaTy mopiBHSAHHS, MabThera (Mab6tepa®, purykcumab, rituximab, MabThera, Rituximab Roche), MABTHERA VIALS
BHUPOOHMK Ta KpaiHa 500MG/50 ML, IMP-003RA; RITUXIMAB (purykcumad); KOHIEHTpAT Ais po3duHy aist iHgy3ii; 10
mr/mi (Mmiirpam/minimitp); (500 mr); Mabion S.A. (MABION SPOLKA AKCYJNA), [MTonbmia; Cefea Sp. z
0.0. sp. k., ITonbmia;

Rituxan (Pirykcan®, rituximab, RITUXAN (rituximab)®, (Rituximab Genentech), Rituximab injection;
RITUXIMAB (putykcuma0), IMP-003RA, PitykcaH; KOHIIEHTpAT JUId po3uMHy A iHDy3ii; 10 mr/mn
(Mimirpam/mininitp); (500 mr); Mabion S.A. (MABION SPOLKA AKCYJNA), ITonemia; Cefea Sp. z o.0.
sp. k., ITosbima

CynyTHi —/—
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHHUX




JonaTok 5
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEPKEHHS CYTTEBUX MOIPABOK
17.12.2021 Ne 2814

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

«PangomizoBaHe moBiiiHe ciline TIAne00-KOHTPOJIbOBAHE OCHIHKCHHS JJIs OLIHKM Oe3MeYyHOCTi Ta
edexkTuBHOCTI mpenapaty ABBV-154 y mamieHTIiB i3 CEpeIHBOTIKKOI a00 TSHKKOK (OPMOIO aKTHBHOTO
PEBMATOINHOTO apTPUTY, SIKI HE IOCATIIM aJCKBAaTHOI BIANOBiAI Ha JIKyBaHHS OionoriyHMMHU Ta/abo
TapreTHUMHU CHHTETUYHUMH XBOP00O-MOAHDIKYFOUNMH IPOTUPEBMATUYHUMHU npenaparamMmu
(6/TcXMIIPIT)», kon mocmimkerast M20-466, sepcist 1.0 Bix 23 kBitHs 2021 poky

3asiBHUK, KpaiHa

E66Bi1 biodapmacerotikans3 I'm6X, IlBeinapis

CrnioHcop, kpaina

«E00BI Ink», CIIIA / AbbVie Inc., USA

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka ¢opma,
J03yBaHHS, BUPOOHUK,
KpaiHa

ABBV-154 (ABBV-154); po3unn mis in’exiii/indysiit y nonepeanso nanosuenomy mmmpuiii; 40/0,4 (100)
mr/mn (minirpam/mininitp); AbbVie Deutschland GmbH & Co. KG, Himeuunna; SGS Institut Fresenius
GmbH, Himeuunna; AbbVie Inc., CIIIA; AbbVie Inc., CIIIA;

wiane6o g0 ABBV-154 40mr (minirpam); po3uuH Ui iH’ekuiit/indysiii y momepeaHb0 HAaNOBHECHOMY
umpuiti; AbbVie Deutschland GmbH & Co. KG, Himeuunna; SGS Institut Fresenius GmbH, HimeuunHa,
Labor LS SE & Co. KG, Himeuunna; AbbVie Inc., CIIIA; AbbVie Inc., CIIIA;

ABBV-154 (ABBV-154); po3unn mis iH’ekmiii/indy3iii y momnepeanbo HamoBHeHoMmy mimpwuii; 150/1,5
(100) mr/mu (minmirpam/mininitp); AbbVie Deutschland GmbH & Co. KG, Himewunna; SGS Institut
Fresenius GmbH, Himeuyuuna; AbbVie Inc., CIIIA; AbbVie Inc., CIIIA;

wiare6o 10 ABBV-154 150 mr (Mmimirpam); po3umH st iH’eKuii/indy3iii y momnepeaHb0 HAOBHEHOMY
umpuiti; AbbVie Deutschland GmbH & Co. KG, Himeuunna; SGS Institut Fresenius GmbH, HimeuunHa,
Labor LS SE & Co. KG, Himeuunna; AbbVie Inc., CIILIA; AbbVie Inc., CIIIA;

Bianosinanbawmii (1)
JOCITITHUK (M) Ta MicIie
(s1) mpoBeIEeHHS
BUINIPOOYBaHHs B YKpaiHi

1) k.m.H. ['pitmmna O.1.

KomyHnanene HexoMepuiiine mianpueMcTBo «Micbka OararonpodinpHa jikapas Nel8» XapkiBChbKoi MiChKOT
panu, TepaneBTUYHe BianauieHHs, JlepxaBHa yctaHoBa «lHCTUTYT MiKpoOiojorii Ta 1MyHOJIOTI]
iMm. LI MeunukoBa HamioHanpHOI akajgemii MEIUYHUX HAyK YKpaiHu», 1abopatopis Ta KIIHIYHUN BiAILT
MOJIEKYJISIpHOT iIMyHO(apMaKoJorii, M. XapKiB

2) k.M.H. Kauyp B.B.

Mennunuit neatp «Ox!KiiHik+» ToBapucTBa 3 0OMEXKEHOI BIAMOBIAAIBHICTIO «MDKHAPOIHUA IHCTUTYT
KITHIYHUX JOCTIDKEHBY, CTallloHapHe BiaaiieHHs, M. Kuis
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3) nmikap Kypunpumk 1.B.

Menu4Hui IIEHTp TOBApUCTBA 3 0OMEKEHOIO BIAMOBIAaNbHICTIO «Mennunuii uentp «Koncuniym Meaikamy,
KJIIHIKO-KOHCYJIbTaTUBHE BijIisieHHs, M. Kui

4) n.m.H., npod. CranicnaBuyk M.A.

KomyHnansHe HexkomepiliiHe mignpueMcTBO «BiHHuIbKa oOmacHa kmiHIYHA JikapHs iM. M.I. Iluporosa
Binaunbkoi 007acHOi pajny», BUCOKOCIICIANi30BaHUN KIIHIYHUNA IIEHTP PEBMATOJIOTiI, OCTEONOpOo3y Ta
OlosoriuHoi Tepamii, BiHHUIIbKHMI HamlioHaNbHMA MenuuHui yHiBepcuteT iM. M.I. IluporoBa, xadenpa
BHYTPIITHKO1 MeauiHu Nel, M. BinHuUIs

5) k.m.H. Crenp P.B.

KomyHnaneHe HekomepliiiHe mignmpueMctBo «Micbka mikapHs Ne6» 3amopi3bkoi MiCBKOI  pajd,
TepaneBTUYHE BIIIIJICHHS, M. 3aITOPI¥OKS

6) k.m.H. Tkauerko M.B.

Komynansne mnianpuemctBo «llonTaBceka obnacHa kimiHiyHa JikapHs iM. M.B. CkiidocoBcskoro
[TonTaBcbkoi  oOmacHoi pamm», OOnacHW JTIKYBaJdbHO-TIarHOCTHYHHA PEBMATOJIOTIYHUNA  IEHTP,
[TontaBchkuii ep:kaBHUN MEeAMYHUN YHIBEpCUTET, Kadenpa ciMeliHol Menunuuu 1 Tepamii, M. [TonraBa

7) k.M.H. Ypcon H.b.

KomyHanbHe HEKOMeEpIlifiHE MiAMPHUEMCTBO «XMeEIbHHUIIbKA OONacHa JiKapHS» XMEIbHUIBKOI 00JacHOl
paau, peBMaTOJIOTIYHE BIUIIJICHHS, M. XMEIbHUIIBKHI

8) k.m.H. Deapkos JIJI.

MenuyHuii 1EHTp TOBapHCTBA 3 OOMEXKEHOI BiANOBiAaNbHICTIO «Menuuna kiiHika «bmaromeny,
JTKyBaJIbHO-A1arHOCTUYHUH miapo3ain, M. Kuis

[IpenapaT mopiBHAHHS,
BUPOOHMK Ta KpaiHa

CynyTHi
MaTtepiaiu/mpenaparu
CYIyTHBOI Tepamii

Komnanii, sfika 1i0Th 3a JOBIPEHICTIO, SKY HaJaB CIOHCOP YW 3asABHMK Ha BBE3CHHS JOCIIIKYyBaHUX
JiKapchKUX 3ac001B Ta cynmyTHiX MartepianiB: TOB «IMII-Jlorictuka Ykpaina

- ia”meTHui komm 'totep iPad Air 2 A1567 (9,77, 1,5 GHz).

JlaGopatopHi Habopu:

- Screening

- Baseline

-Day 4

- Week 2

- Week 4
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- Week 8

- Week 12

- Week 14

- Week 18

- Week 22

- Week 24

- Week 30

- Week 36

- Week 42

- Week 48

- Week 54

- Week 60

- Week 66

- Week 72

- Week 78

- Premature Discontinuation
- Post Treatment — Day 70
- Synovial Tissue

- Hypersensitivity

- Quantiferon/TB

- Toxicity Management Repeated
- HBV DNA

- Tryptase

- Retest

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJ/IBOPHHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEPKEHHS CYTTEBUX MOIPABOK
17.12.2021 Ne 2814

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

«Ouinka KIiHIYHOI eeKTUBHOCTI Ta Oe3neku nepuHgonpuiay 10 mr / iHganaminy 2,5 Mr / amnoauminy 5
a6o 10 mr / 6iconposiony 5 Mr y koMOiHaIii 3 oHi€l TaOJICTKU Micisl 8 THXKHIB JIIKYBaHHS Y IMOPIBHSIHHI 3
BIJIbHOIO KOMOiHaIiero nepunaonpmry 10 mr, inganamigy 2,5 Mr ta amuoauminy 5 abo 10 Mr y mami€eHTis 3
HEKOHTPOJIbOBAHOK) ~ €CEHIIAJIbHOI0  TimepTeHsiero. MikHapojaHe, OaraToleHTpOBE, pPaHI0Mi30BaHE,
noJBiiiHEe ciine, 16-TwKHEBe MoCiKeHHs.», ko nociimkenns CL3-05179-002, dinansHa Bepcis Big 10
TtpaBHs 2021 p.

3asiBHUK, KpaiHa

ToBapucTBo 3 06MexeHo10 BianosiganbHicTI0 «KIIP Ykpaina»

Cnoncop, kpaiHa

[acturyt miskHapoguux nocnimkenb «CEPB’€» (Institut de Recherches Internationales Servier (I.LR.L.S.)),
Opantis

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

S05179 (S05179 (S 05179, S0005179, S005179, 05179, 5179); PERINDOPRYIL ARGININE;
INDAPAMIDE; AMLODIPINE BESILATE; BISOPROLOL FUMARATE; 1) PERINDOPRYIL
ARGININE 2) INDAPAMIDE 3) AMLODIPINE BESILATE 4) BISOPROLOL FUMARATE); kancyna,;
10/2,5/5/5 wmr; Les Laboratoires Servier Industrie, ®paniris;

S05179 (S05179 (S 05179, S0005179, S005179, 05179, 5179); PERINDOPRYIL ARGININE;
INDAPAMIDE; BISOPROLOL FUMARATE; AMLODIPINE BESILATE; 1) PERINDOPRYIL
ARGININE 2) INDAPAMIDE 3) BISOPROLOL FUMARATE 4) AMLODIPINE BESILATE); kancyna,;
10/2,5/10/ 5 mr; Les Laboratoires Servier Industrie, ®paniiis;

Bianosinanbawmii (i)
JOCITITHUK (1) Ta MicCIe
(s1) mpoBeeHHS
BUINIPOOYBaHHS B YKpaiHi

1) k.m.H. Daiinuk A.O.

KomyHnansHe HekomepiiitHe mianpueMcTBO JIbBIBCbKOT 00s1acHOT paan «JIbBIBCHKUN OOJIACHHUM KITIHIYHUN
JKyBaJIbHO-A1arHOCTUYHUH Kap/110JIOT1YHUHN [IEHTP», Kapaionoriune Biaainenns Nel, m. JIbBiB

2) n.M.H., ipod. Konecuuk M.1O.

HaBuanbHO-HayKOBHI MEIUYHMNA HEHTP «YHIBEPCUTETChKA KIIiHIKa» 3aropi3bKoro Aep>KaBHOTO MEAMYHOTO
YHIBEPCUTETY, KapIloJoTiyHe BIAJIJICHHS, 3amopi3bKuil Jep)KaBHUM MEIUYHMI YHIBEpCUTET, Kadeapa
ciMeiiHOT MeAMLMHM, Tepamii, KapJiojorii Ta HEBpOJIOTii (axkylabTeTy MICIASAUIUIOMHOI OCBITH, M.
3anopixxs
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3) k.M.H. MacnogBcekuii B.1O.

KomyHnaneHe HekoMmepiiiiHe mianpueMcTBo «BiHHUIBKUI 007acHUI KIIHIYHUEN TOCHITalb BETEPaHiB BiltHH
Binaunekoi obnacHoi paaw», TepaneBTuuHe BigmauieHHS Nel, BiHHMIbKMI HaIllOHATBHUN MEIUYHUN
yniBepcuteT iM. M.I. [Tuporosa, kadenpa BHyTpimHboi Meaumunau Ne3, M. Binaus

4) n.m.H. Mimenko JILA.

HepxxaBHa YcranoBa «Hamionanenuii HaykoBuil ieHTp «lHCTHTYT Kapaionorii iM. akan. M.J[. Crpaxecka»
HAMH VYkpainu, Bigain aprepialibHOI rinepTeH3ii Ta komopOiaHoi marosorii, M. Kuis

5) k.m.H. Cnertuenxo H. C.

[TpuBaTHe MaJse miAnpUEMCTBO, MeauUHM LeHTp «Ilynbcy, TepaneBTuyHe BiaALIeHHS, M. BiHHUIIA

6) nmikap [Tomosa I'.B.

MenauuHuii IIEHTp TOBapUCTBa 3 00MEXEHOI0 BiANOBIfaNbHICTIO «Meanunuii nentp «Koncuniym Menikan,
KJIIHIKO-KOHCYJIbTaTHBHE BiIiieHHs, M. KuiB

7) nikap Pynenko JI. B.

Komynanene Hexomepiiiine minmpuemMctBo «KuiBchka MichKa KITiHIYHA JIKapHS I[IBUAKOI MEIHYHOI
JIOTIOMOTH» BUKOHABYOro oprany KuiBcbkoi mickkoi paau (KuiBchkoi Michbkoi JepikaBHOI aaMiHiCTparlii),
Kap1i0JIOTIYHE BiJIIICHHS (U151 XBOpUX Ha iH(apKT Miokapay), M. Kui

8) ron.aikap Kypba C.B.

KomyHanpHe HekoMepliiiHe mianpueMcTBo «Yepkacbkuil obmacHUil KapjionoriyHuil neHtp Yepkacbkoi
o0acHOi pany, BIAJIIEHHS TOCTPOi KOPOHAPHOI HEJIOCTATHOCTI Ta MOPYIIEHb pUTMY, M. Yepkacu

[IpenapaT mopiBHAHHS,
BHUPOOHMK Ta KpaiHa

Awmnonumin, (Amlodipine, Norvasc® Norvasc) (AMLODIPINE BESILATE); kancyna;, 5 wr; Les
Laboratoires Servier Industrie, ®paniis;

Awmnonumin, (Amlodipine, Norvasc® Norvasc) (AMLODIPINE BESILATE); kamcyna; 10 wmr; Les
Laboratoires Servier Industrie, ®paniis;

miane6o a0 Amnonurnid, (Amlodipine, Norvasc® Norvasc)-10mr; Amnonumina, (Amlodipine, Norvasc®
Norvasc)-5mr (Sodium starch glycolate (HarpieBuii rmikonmar kpoxmanto)); kamcyna; Les Laboratoires
Servier Industrie, ®paniis;

Inpanamin (Indapamide, FLUDEX®, FLUDEX) (Inmanamin (Indapamide)); Tabnerka, BKpuTa IJIiBKOBOO
obostonkoro; 2,5 mr; Les Laboratoires Servier Industrie, ®pamniris;

wianebo a0 Iumanamin (Indapamide, FLUDEX®, FLUDEX) (Microcrystalline cellulose (Ilemtomno3a
mikpokpuctaitiuaa) Hypromellose (T'inpomeno3a) Macrogol (Makporoi)); TabieTka, BKpUTA ITiIBKOBOIO




3 MIPOJIOBXKEHHS JJ0/1aTKa 6

obomnonkoro; Les Laboratoires Servier Industrie, ®panitis;

[Mepunnonpun (Perindopril, Coversyl ®, Coversyl) (PERINDOPRYIL ARGININE); (micTuth nBi BKpHTI
IUTIBKOBOIO 000510HKOI0 TabsaeTok Coversyl mo 5 mr, mepekarncynboBani) kancyna; 10 mr; Les Laboratoires
Servier Industrie, ®paniiis;

[Mepunmonpun (Perindopril, Coversyl ®, Coversyl) (PERINDOPRYIL ARGININE); Tabnerku, BKpuTi
IUTiIBKOBOIO 000s10HKO010; 10 Mr; Les Laboratoires Servier Industrie, ®paniis;

Amnomumin, (Amlodipine, Norvasc® Norvasc) (AMLODIPINE BESILATE (Ammomunin, Amlodipine));
tabnetku; 5 mr; Les Laboratoires Servier Industrie, ®panmis; Pfizer Manufacturing Deutschland GmbH,
Himeuuuna;

Awmnomumin, (Amlodipine, Norvasc® Norvasc) (AMLODIPINE BESILATE); ta6nerku; 10 wmr; Les
Laboratoires Servier Industrie, ®panmis; Pfizer Manufacturing Deutschland GmbH, Himeuunna;

CynyTHi
Marepiaiau/mpenaparu
CYIYTHBOI Tepamii

Kommanis, sika z1i€ 3a TOBIpEHICTIO, SIKY HaJaB CIIOHCOP YW 3asBHUK Ha BBE3CHHS JOCIIKYBAaHUX
JiKapchKUX 3aco0iB Ta cynyTHix marepianiB: TOB "Llentp kininiunux pocmimxens JIT/T"

* Microlife Watch BP Office 2G Blood Pressure Monitor - Bkirogatouu Bci akcecyapu. (Model: BP3SK1-
3B. Bupoouunrso: ONBO Electronic (Shenzen) Co., Ltd. Kurait)

* .LE.M. Mobil-O-Graph 24h Ambulatory Blood Pressure Monitor- Bxito4yarouu Bci akcecyapu —
(Bupo6nwuirrso: |.E.M. Industrielle Entwicklung Medizintechnik GmbH, Hime4yuuna)

* |.LE.M. Tel-O-Graph Blood Pressure Monitor — Bxsrouatoun Bei akcecyapu — (Bupoouuirrso: IEM GmbH,
Himeuunna)

* Dell Latitude 3310 P95G Laptop- Britouae 6ok sxuBienHst, kadens Ethernet - (Bupoouuirrso: Dell Inc.,
CIIA)

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEPKEHHS CYTTEBUX MOIPABOK
17.12.2021 Ne 2814

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

PanjiomizoBane, mojBiiiHe ciine, miane00-KOHTPOJILOBaHE, 0araToeHTPOBEe KiiHiuHe mocmimkenns 1b/lla
¢da3wu, 1mo TPOBOIUTHCS 3 METOKO OIIHKH 0€3MeYHOCTI, (PapMaKoKiHETHKH Ta epeKTUBHOCTI penapary OST-
122 st mepopalibHOTO 3aCTOCYBaHHS y TAILIE€HTIB 3 BUPA3KOBUM KOJITOM CEPEIHBOTO 1 TSHKKOTO CTYIIEHIB,
kon pociimkeHHs CT-OST-122-02, Bepcis 5.0, 20 numas 2021 p

3asiBHUK, KpaiHa

IctXOPH Kiinikan Cepgicec In CII Jlimiten, Kinp

Cnoncop, kpaiHa

«Onkocremna EcEn.» [Oncostellae S.L.], Icnanis

[lepenix mocmimKyBaHUX
JIKapChKUX 3ac00iB
Jikapcbka hopma,
T03yBaHHS, BUPOOHUK,
KpaiHa

OST-122; OST-122; kancymu; 200 mr; IDIFARMA DESARROLLO FARMACEUTICO SL, Icnanis;,
[Tnane6o mo OST-122, kancynu; IDIFARMA DESARROLLO FARMACEUTICO SL, Icnanis

Bianosinanbawmii (1)
JOCITITHUK (1) Ta MicCIe
(s1) mpoBeeHHS
BUINIPOOYBaHHS B YKpaiHi

1) nikap Cxubano C.A.

Mennunuii uentp «Ox!KiiHik+» TOBapucTBa 3 0OMEXEHOI0 BIAMOBIAAIBHICTIO «MIKXHApOAHUM 1HCTUTYT
KIHIYHUX JOCTIIKEHBY, BIILI TaCTPOCHTEPOJIOTIT Ta FenaToiorii cTalioHapHOTo BijaineHHs, M. Kuis

2) nikap llleBuyk B.M.

[TpuBaTHEe MiANPHEMCTBO NMPHUBATHOI BUPOOHMYOI ipmu «AnuHyc», JIiKyBaabHO-I1arHOCTUYHUN LEHTP,
M. KponuBHu1bKMI

[Ipenapatu nopiBHAHHA,
BUPOOHUK Ta KpaiHa

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

nabopaTopHi Habopu/ —

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEPKEHHS CYTTEBUX MOIPABOK
17.12.2021 Ne 2814

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

RESPONSE: Ilnane60-koHTpOIbOBaHE, PaHIOMI30BaHE JOCTiKEeHHs (a3u 3 i OLiHKU e()EeKTUBHOCTI Ta
Oesmeunocti mnperapary Cemamenmnap y NaiieHTIB 13 mepBUHHUM OutiapauM  xosanritom (I1BX) Ta
HEIOCTaTHBOIO BIANOBIUII0O Ha ypcoaezokcuxoneBy kuciory (YXK) abo ii HemepeHOCHMICTIO, KOA
nociipkenas CB8025-32048, sepcis 3.0 Bix 30 yepBHs 2021 p.

3asiBHUK, KpaiHa

ToBapuctBo 3 OOmexeHoro BigmosinaneHicTio «KonTpakTtHO-/lochinaunpka Opranizanis InHOodapm-
Ykpaina»

CrnioHcop, kpaina

Cimabeii Tepan'totike Iak., CHIA CymaBay Therapeutics, Inc., USA

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka ¢opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

Cenanenmap; Seladelpar, MBX-8025; KarcyJiu, 10 MT
(1 dmakown, sxuit mictuts 35 karncy:); 10 mr; Xcelience LLC, USA; Xcelience LLC, USA; Xcelience LLC,
USA; Pace Analytical, USA; Neopharm Laboratories, Canada; PPD Development Ireland Ltd., Ireland;
[Tnare6o hi (o) Cenanenmnap (Seladelpar, MBX-8025), KaICyJiH, 10 MT
(1 dnaxkon, sikuit mictuts 35 karcyun); Xcelience LLC, USA; Xcelience LLC, USA; Xcelience LLC, USA;
Pace Analytical, USA; Neopharm Laboratories, Canada; PPD Development Ireland Ltd., Ireland;
Cenanenmap; Seladelpar; MBX-8025; KarcyJiH, 5 MT
(1 dnaxon, sxuit mictuts 35 kancyn); 5 mr; Xcelience LLC, USA; Xcelience LLC, USA; Xcelience LLC,
USA; Pace Analytical, USA; Neopharm Laboratories, Canada; PPD Development Ireland Ltd., Ireland;
[Tinare6o bi (0} Cenanenmap (Seladelpar, MBX-8025), KarcyJiH, 5 MT
(1 dnaxkon, sikuit mictuts 35 karcyun); Xcelience LLC, USA; Xcelience LLC, USA; Xcelience LLC, USA;
Pace Analytical, USA; Neopharm Laboratories, Canada; PPD Development Ireland Ltd., Ireland

Bianosinanbawmii (i)
JOCITITHUK (M) Ta MicCIIe
(s1) mpoBeEHHS
BUINIPOOYBaHHS B YKpaiHi

1) nikap Cxubano C.A.

Mennunuit neatp «Ox!KiiHik+» ToOBapucTBa 3 0OMEXKEHOI BIAMOBIAAIBHICTIO «MDKHAPOJIHUA IHCTUTYT
KIHIYHUX JOCTIKEHBY, BIILI TaCTPOSHTEPOJIOTIT Ta FenaToorii CTalioHapHOTo BijaineHHs, M. Kuis

2) 3aB.BinmineHHs Pesnikosa B. /1.

KomyHaneHe HexomepliiiHe mianpueMcTBo «Mickka KiiHiuHa JikapHs Nel3» XapkiBcbkoi MIChKOI paau,
racTPOEHTEPOJIOTIYHE BIIIIJICHHSI CTAl[IOHAPHOT TIOMIOMOTH, M. XapKiB

[Ipenapatu nopiBHAHHS,
BUPOOHUK Ta KpaiHa
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CynytHi - 1abopaTopHi Habopu
MaTepianu/mpenaparu - TOTIOMIXH1 MaTepiaiu Jyisi IPUoMy mpenapara
CYIYTHBOI Tepamii - €JIEKTPOHHI TP TN/ IO ICHHUKH
- IHIIl CYNyTHI MaTepiann/ —

B.o. renepanbnoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0€e3MeYeHHs

Isan 3AZIBOPHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEPKEHHS CYTTEBUX MOIPABOK
17.12.2021 Ne 2814

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

«PanniomizoBaHe nojBiitHe-ciine miane0o-KOHTPOILOBaHE AOCTIKEHHS 3 (a3u Uit OmMiHKY e(DeKTHBHOCTI
ta 6e3neku npenapaty SNF472 npu nomaBanHi 10 ¢GOHOBOI Teparii Mpu JIKYBaHHI KalbIidigakcii», KO
nociipkeras SNFCT2017-06, ITonpaska 2 Bin 21 tpaBust 2021 poky

3asiBHUK, KpaiHa

Konginenc ®apmacsrorikan Peceu JUUIC, CIIIA

CrnioHcop, kpaina

Canidit TepamproTike C.A., Icnanis

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

SNF472 (SNF472; SNFA72 (pexomenmoBanuii INN - rekcocomiym ¢itar); pozunn ais indysii; 30 mr/mi;
Clinigen Clinical Supplies Management SA (kosnmmns Ha3Ba: Clinical Supplies Management Europe sa),
Belgium; Almac Sciences Limited, UK; Laboratorio Reig Jofre, S.A., Spain;

[Tnane6o mo SNF472; po3unn ans iHdys3ii; Clinigen Clinical Supplies Management SA (konuiHs Ha3Ba:
Clinical Supplies Management Europe sa), Belgium; Laboratorio Reig Jofre, S.A., Spain

Binmosinaneauii (1)
JOCITITHUK (M) Ta MicIe
(s1) mpoBeeHHS
BUINIPOOYBaHHs B YKpaiHi

1) a.m.H., mpo¢. Mapruniok JLII.

KomyHnaneHe HexomepiiiiHe mianpueMcTBo «TepHONIbChKAa YHIBEpCHUTETChKA JIKapHs» TepHOMiIbChKOT
o0yacHOi paau, BIIUIEHHS reMo/iani3y, TepHOnIbChbKUI HaI[lOHAIbHUI MeTUYHUM yHIBepcuTeT iMeHi [.51.
['opbaueBcbkoro MiHicTepcTBa OXOpPOHM 370pOB's YKpaiHu, Kadenpa BHYTpIlIHBOI MeauuuHu Ne3,
M. TepHominb

2) 3aB. Bia. [anymaxk O.B.

KomyHaneHe mnignpuemMcTBo «JlHiNponeTpoBchka oOjgacHa KiiHIYHA JikapHs iM. LI Meunukosa»
JHinporneTpoBchkoi 007acHOT paau», BIAJUIEHHS aAiajii3y (XpOHIYHOrO remMojianizy Ta aMmOyJIaTOpPHOTO
remojianisy), JHIMpoBCbKUI AepKaBHUI METUYHUN YHIBECTUTET, Kadeapa yposiorii, M. J{Himpo

3) k.m.H. Koctunenko T.B.

KomynansHe HexomepiriitHe mianpueMcTBo «MwuKkomaiBchbka o0iacHa KIIHIYHA JTIKapHsS» MUKOJIAiBChKOT
oOmnacHoi panu, LlenTtp Hedpodorii i aianizy, M. Muko:nais

4) n.m.H., ipod. dymap 1.O.

KomyHaneHe HekomepiiiiHe mianpueMcTBo «KHUIBChKUI MiChKMH ILIEHTp Hedposiorii Ta miamizy»
BUKOHaByoro oprany KuiBcbkoi michkoi paau (KuiBchkoi Michkoi AepiaBHOI aJMiHICTpallii), BIJAIIEHHS
rocoiTansHOi Hedpoorii Ta mianizy Nel 3 kabiHeToM npuiioMmy amMOynaTOpHHUX XBOpuX, M. Kuis

5) 3aB. Bix. Komgomiiiuyk H.O.




2 MPOJOBXKEHHS 10/1aTKa 9

KomyHnaneHe HekoMmeplliiiHe mianpueMcTBO «KHIBChKMIT MIChKUI TIeHTp HedpoJorii Ta miamizy»
BHUKOHaBUYOro oprany KuiBcbkoi micekoi paau (KuiBChkoi MiChKOi AepKaBHOI aJMiHICTpaIlii), BiIIiICHHS
rocmitanbHOI Hedpostorii Ta miamizy Ne2, M. Kuis

[Ipenapatu mopiBHSAHHSA, | —
BUPOOHUK Ta KpaiHa

CynytHi - Enextpokapniorpadu ta enekrpoau
Marepiaiau/mpenaparu - lo6oBwmit monitop EKI (xonrep) Ta enexrpoau
CYIYTHbBOI Teparii - [manmern

- JJaboparopni Habopu
- [HImi momomikHI MaTepianu AOCHiKeHHS: MapKepu paHu, JTIHIHKH
- llpyxoBani marepianu: ®I3, onutyBanbHUKH, i1eHTH(IKAIIIAHI KAPTKY MaIli€HTa, [II0OJICHHUKHY Ta iHIe./ —

B.o. renepanbHoro gupexkropa Jupexropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




Honarox 10
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKAPCHKHX 3aC00iB Ta

3aTBEPKEHHS CYTTEBUX MOIPABOK
17.12.2021 Ne 2814

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

«Binkpute mociimkenns dasu 10/2 mas ominku Oe3neyHOCTI ¥ e()EKTUBHOCTI 3aCTOCYBaHHS MpenapaTy
KRT-232 y mamienriB i3 kapuunomoro kiaituH Mepkens (KKM) aukoro tumy p53 (p53WT), mis skux
imyHotepamis antutinamu a0 PD-1 a6o PD-L1 BusiBunacs needekrtuBHOIO, a00 HOro 3acTOCyBaHHS B
KoMOiHaii 3 aBemymabom y nanieHTiB i3 KKM, siki paninie He oTpumyBaiu Teparmito aHTuTiamu g0 PD-1
a60 PD-L1», kox nocnimxenns KRT-232-103, 3 inkoprnopoBanoro nonpaskoto 8 Bin 17 6epesns 2021 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CrnioHcop, kpaina

Kaproc Tepamnsrorikc, [Hk., [Kartos Therapeutics, Inc.], CIITA

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka ¢opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

KRT-232, 15 mr (AMG-232; KRT-232); tabnerku; 15 mr; Catalent Pharma Solutions, Inc. (Catalent
Pharma), CIIIA; PPD Inc. (PPD Development LLC), CIIA; Fisher Clinical Services, CIIIA; Fisher Clinical
Services UK Limited, BemukoOpuranist; Fisher Clinical Services, GmbH, Illsetinapis; Fisher Clinical
Services, GmBH, Himeuunna,

KRT-232, 60 mr (AMG-232; KRT-232); tabnerku; 60 mr; Catalent Pharma Solutions, Inc. (Catalent
Pharma), CIIIA; PPD Inc. (PPD Development LLC), CIIIA; Fisher Clinical Services, CIIIA; Fisher Clinical
Services UK Limited, Benmuko6puranis; Fisher Clinical Services, GmbH, Illseitapis; Fisher Clinical
Services, GmBH, HimMeuunna;

Bavencio® (aBenyma6) 200 mr/10 mau (AVELUMAB); KOHIIGHTpaT It po34uuHy uist iHGYy3ii; 20 mr/mi;
Fisher Clinical Services, GmbH, IIBefiniapist; Fisher Clinical Services, GmBH, Himeuunna, MERCK
SERONO SA Succursale d’Aubonne, IlIBeiinapis

Bianosinanbumii (1)
JOCITITHUK (M) Ta MicIe
(s1) mpoBeIEeHHS
BUNIPOOYBaHHs B YKpaiHi

1) n.m.H., ipod. dyauivenko O.C.

Kninika J[lepkaBHOi ycTaHOBM «IHCTMTYT 3aranpHOi Ta HeBiakiagHol xipyprii imeni B.T. 3aiiuea
HamionansHoi akagemii MEIUYHUX HAayK YKpaiHW», BIIIIJIEHHS THIHHOI Xipyprii Ha 25 JKOK 3 TMajaaToro
IHTEeHCHBHOI Tepamii Ha 6 JDKOK, XapKiBCbka MeIWYHa akajeMis MiCISIUIIIOMHOT OCBITH, Kadeapa
OHKOJIOTI{ Ta IUTAYO01 OHKOJIOT1{, M. XapKiB

2) K.M.H., 3aB. Bij. [lonomaproBa O.B.

KomyHaneHe HekoMepiiiiHe mianpueMcTBo «KHUIBCHKUN MICBKUN KITIHIYHUNA OHKOJOTIYHMNA LEHTP»
BHUKOHaBUYOro oprany KuiBcbkoi micekoi paau (KuiBchkoi MIiChKOT JepKaBHOI aaMiHICTpallii), BiIIiIICHHS
ximiorepanii Nel, m. Kuis
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[Ipenapatu nopiBHSHHA, | —
BUpPOOHUK Ta KpaiHa

CynytHi —/—
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




Honatox 11
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKAPCHKHX 3aC00iB Ta

3aTBEPKEHHS CYTTEBUX MOIPABOK
17.12.2021 Ne 2814

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

«Bigkpure KOmUKOBE HOoCHiKeHHsS (a3u 2 mo BUBYCHHIO npemnapaty FS118, GicnenudigyHoro aHTuTina 10
LAG-3/PD-L1, y mamieHtiB 3 MOMHUPEHUMH 3JIOSKICHUMH HOBOYTBOPCHHAMH 1  3JI0SKICHUMH
HOBOYTBOPEHHSIMU Ha paHHil crafii», kox mocmimkernas FS118-21201, sepcis 1.0 Big 17 ceprast 2021 poky

3asBHUK, KpaiHa

ToBapuctBo 3 OOMmexeHow BianosinanbhicTio «KoHTpaktHO-Jlocminnuneka Opranizamis InHodpapm-
Ykpaina»

Cnoncop, kpaiHa

®-crap Tepansrorikc Jlimites (F-star Therapeutics Limited)

[lepenix mocmimKyBaHUX
JIKapChKUX 3ac00iB
Jikapcbka hopma,
T03yBaHHS, BUPOOHUK,
KpaiHa

FS118; FS118; po3unn misa iHdy3iii y ¢uakoni aias ogHOpa3oBoro Bukopucranus; 15 mr/mu; PATHEON
ITALIA S.P.A., ltaly; AGC Biologics A/S, Denmark; ALMAC CLINICAL SERVICES LIMITED,
UNITED KINGDOM; Almac Clinical Services (lreland) Limited, Ireland; ABF Pharmaceutical Services
GmbH, Austria; Almac Clinical Services, USA

Bianosinanbawmii (1)
JOCITITHUK (1) Ta MicCIe
(s1) mpoBeeHHS
BUINIPOOYBaHHS B YKpaiHi

1) k.M.H. Anamuyk [".A.

KomynaneHe mnianpuemctBo «KpHBOpI3bKUI OHKOJOTIYHMNA JucnaHcepy JIHIIponeTpoBChKOi 00JIacHOl
paany», XiMioTepaneBTUYHE BiaineHHs, M. Kpuswuii Pir

2) n.M.H., npod. bounnapenko .M.

KomyHnaneHe HexoMepuiiiHe mignpuemMctBo «Michka KiiHiuHA JikapHs Nedy JIHIMPOBCHKOI MICBKOI pajau,
XIMIOTE€paneBTUYHE BIUIUICHHS 3 JIGHHUM CTaiioHapoM, JIHIIPOBCHKUN JCp>KaBHUM MEIUYHUN
YHIBEpPCHUTET, Kadeipa OHKOJIOTii Ta MeIu4Hoi pajaioorii, M. J{Himpo

3) n.m.H., ipod. Hyanaiuerko O.C.

JepxxaBHa ycraHoBa «IHCTUTYT 3aranbHOi Ta HeBiakianHoi Xipyprii iMeHi B.T. 3aiineBa HauionampHOi
akajgemii MeAMYHUX HayK YKpaiHWy», BIAJIICHHS THIHHOI Xipyprii Ha 25 JIDKOK 3 MajaTol 1HTEHCHUBHOI
Teparii Ha 6 1KoK, XapKiBChKa MeIMYHA aKaJeMisl MiCISAUIUIOMHOI OCBITH, Kadeapa OHKOJIOTIT Ta TUTSIUO01
OHKOJIOT11, M. XapKiB

4) k.M.H. Ypcon I'.M.

[IpuBaTHe mMiANPUEMCTBO MpUBaTHA BUPOOHMYA (ipMa «ALUHYC», JIKYBaJbHO-IIarHOCTUYHUNA LEHTD,
M. KponuBHULIbKUI

[IpenapaT mopiBHSAHHS,
BUPOOHMK Ta KpaiHa
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CynytHi - pwury;
MaTtepiaiu/mpenaparu - [Nonxku;
CYIYTHBOI Tepamii - [ndy3iitni miHiT;

- OunbTpu 11 1HPY3IHHUX JTiHIH;
- Mimku s iHdy3ii;

- llImpunieBuit Hacoc nepdy3op;

- JJabopartopHi Habopu;

- lpyKkoBaHi Marepiaim;

- [nmi cynyTtHi maTepianu/ —

B.o. resepanbHoro rupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS

IBan 3AZIBOPHUX



JonaTox 12

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEPKEHHS CYTTEBUX MOIPABOK
17.12.2021 Ne 2814

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

«Kniniyae BUNpoOyBaHHS 3 OIIHKM Ol0€KBiBaJIeHTHOCTI Jikapcbkux 3aco6ie TMHOBIS M, Ttabnerkw,
BKPHTI ILTiBKOBOIO 000JIOHKOI0, 10 50 mr / 1000 mr, Bupo6uuutsa AT "KUIBCbKUU BITAMIHHHUH
3ABOJI", Ykpaina Ta SHymer, TaONeTKH, BKPHUTI IUTIBKOBOKO 00ojoHKOI, 1o 50 mr / 1000 wr,
BupoOHunTBa Mepk Illapn 1 loym b.B., Hinepnanau B ymMoBax OJHOPA30BOTO MEPOPAIbHOrO MPUHOMY
3I0POBUMH JT0OPOBOIIBIIIMEIY, Ko nociimkerass KVZ-STMh, sepcis 1.0 Bix 03.06.2021

3asiBHUK, KpaiHa

AT «KWIBCHKMU BITAMIHHUM 3ABO/I», Vkpaina

CrnioHcop, kpaina

AT «KUIBCBbKMH BITAMIHHUM 3ABO/1», Vkpaina

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka gopma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

Tunosis M, Curarnintua+Merdopmin-KB (curarmintux 50,0 mr /MeT(i)OpMitu rizpoxsopuay 1000,0 mr);
Ta0JICTKH, BKPUTI TUTIBKOBOIO 00010HKOK0; AT «KNIBCHKNH BITAMIHHUH 3ABO/I», VYkpaina

Bianosinanbumii (1)
JOCITITHUK (M) Ta MicIe
(s1) mpoBeeHHS
BUINIPOOYBaHHs B YKpaiHi

1. ron. mikap Aprtum b.1.

Menuunuii 1eHTp ToBapucTBa 3 oOMexeHow BignosiganbHicTIO «Kminika THHO®AP — Vkpaina
IanoBeiiTiB ®apma Pecepu», UepHiBenbka 0611., HoBocenuubkuit p-H, ¢. bosau

2. x.0.H. JIi6ina B.B.

Jlaboparopist papmakokinetuxku (M. XapkiB) I «J/lepxkaBHuil excriepTHUN LeHTp MiHICTepCTBa OXOPOHU
310poB’sl YKpaiHu», M. XapKiB

[IpenapaT mopiBHAHHS,
BUPOOHMK Ta KpaiHa

Suymer (curarmintud 50,0 mr /merdopminy riapoxiopuay 1000,0 mr); TabmeTkd, BKPUTI IUTIBKOBOIO
obosonkoro; Mepk Hlapn i [loym b.B., Hinepnanau

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

— /=

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




Jonatok 13
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKAPCHKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

Onosnenuii [Iporokon xmHivHOrO mocmimkeHHs ABX464-104, Bepcis 4.1 Bix 08 Bepecus 2021 poky;
Iadpopmaniiinuit mucrok i Gopma 3roau, Bepeis V5. 1UKR(uk)1.0 Big 13 BepecHs 2021 poky, mepekian
yKpaiHCbKOIO MOBOIO Bifg 26 xoBTHs 2021 poky; Indopmamiiiamii mgucrok i ¢opma 3romu, Bepcis
V5.1UKR(ru)1.0 Bix 13 Bepecus 2021 poky, mepekia pociicbkoro MoBoro Bia 26 xoBTHsS 2021 poky;
OnuTyBanbHUK MIOJO MOJAIBIIOTO CIOCTEpEXKEHHS 3a rosoBHUM Oonem, Bepcis V2.0UKR(uk) Big
28 tpaBHs 2021 poky ykpaiHCbKOIO MOBOI; ONUTYBAJBHUK I0/I0 MOJAIBIIOIO CHOCTEPEKEHHS 3a
rojoBHuM OoieM, Bepcia V2.0UKR(ru) Bix 28 tpaBHs 2021 poky pociiicbKOI0 MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 2707 Bim 28.12.2019

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Bingkpute mocmimkenns Gasu 2b mis BuzHaueHHs epekTHBHOCTI Ta Ge3neyHocTi nmpenapaty ABX464 sk
MiATPUMYIOYOI Teparii B MAMi€HTIB i3 BUPa3KOBUM KOJITOM CEPEIHBOTO Ta TSHKKOTO CTyreHs», ABX464-
104, Bepcis 3.0 Big 10 BepecHs 2020 poky

3asiBHUK, KpaiHa

IianpuemcTso 3 100% inozemuo0 inBecTHIic0 «AMK TOBIA PJIC Yipaina»

Crnoncop, kpaina

ABIVAX, ®panrris

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Honatok 14
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

Onosnenuii I[lporokon xiiHiyHOTO BHIpOoOYBaHHA GA39925, Bepcis 7 Big 26 mumas 2021 p.,
AHIIIIACHKOID MOBOIK; BHeceHHs MibKHapoaHoi HemateHToBaHOi Ha3Bu Efmarodocokin  alfa
(Edmaponokokin anbda) m0 Ha3BU AOCHKyBaHOro jJikapcbkoro 3aco0y UTTRI1147A, RO7021610;
Iadopmaris s namienrta i popma iHPOpMOBaHOT 3roau A YKpaiHU aHTIIIHCHKOI MOBOIO, Bepcis 6.0
Bim 01 >xoBtHsa 2021 p.; Indopmanis nns mamieHta 1 ¢dopma iHMopMoOBaHOi 3roau it YKpaiHu
yKpaiHChKOIO MOBOIO, Bepcis 6.0 Bix 01 sxoBtHs 2021p.; [Hdopmartis mst namienta i popma indpopmoBaHoi
3romu Ui YKpaiHu pociiickkoro MoBoro, Bepcis 6.0 Big 01 xoBtHs 2021p.; OHOBIeHa KOpPOTKa
XapaKTepUCTHKa Mpernapary nopiBHsSHHS Entyvio, aHTIIHCHKOI0 MOBOIO

Howmep ta nata Hakasy
MO?3 11010 3aTBEPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1962 Bix 29.10.2018

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PangomizoBaHe, TOJBiifHE clline, MOABIHHE MAacKOBaHEe, IIAIe00-KOHTPOIhOBAHE, O0araTOLIEHTPOBE
nocmipkeHHs ¢asu Il B mapanmenbHuUX TIpymax 3 METOI OLIHKM e(eKTHBHOCTI, Oe3MeYyHOCTI Ta
¢dapmaxokineTuku npenapaty UTTR1147A y nopiBHsIHHI 3 1jane0o Ta B MOPIBHSAHHI 3 BEA0JI13yMaboM y
MAII€HTIB 13 BUPA3KOBUM KOJIITOM BiJl HOMIPHOTO A0 TsDKKOro crymeHs», GA39925, Bepcisa 6 Big 08
kBiTH 2020 p.

3asiBHUK, KpaiHa

ToBapucto 3 O6mexeHoro BinnmopinanbHicTio «KoHTpakTHO-/{ochinnuipka Opranizaiis IHHOpapm-
Ykpaina»

Cnoncop, kpaiHa

Genentech, Inc., USA/ Ixxenentek Iuk., CIIIA

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3MeYeHHS

IBan 3AZIBOPHUX




Jonartok 15
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

Onosnenuii [Ipotokon xiaiHiyHOTO BHMpoOyBanHs PRN1008-018, monpaska 02, exexkrponHa Bepcis 4.0
Bim 21 ymmas 2021 p., aHrimildickkoro MoOBOI; bpomypa mocmimgaumka (PRN1008/SAR444671 —
Rilzabrutinib), Buganus 12 Bix 14 yepBHs 2021 p., aHrmicbko0 MoBor; [Hhopmarlis ais mamieHTa Ta
dopma indopmoBanoi 3rogm: PRN1008-018 mocmimkeHHs MaiicTep-Bepcis Al JOPOCIUX MAI€HTIB
[ndopmariis n1s namienta ta popma iHpopmoBanoi 3roau_Bepceis 3.0 11 ceprnus 2021 poky anrmiiicbka
MoBa_VYkpaina Bepcist 3.0 21 Bepecus 2021 poxy; Indopmarnis mis manieHTa Ta ¢opma iHPOpPMOBaHOT
srogu: PRN1008-018 mocmimkeHHsi MaiicTep-Bepcis ans JAopociux mnamieHtiB_ [Hpopmarmis ans
naieaTa Ta ¢opma iHpopmoBaHoi 3romu Bepcis 3.0 11  cepmus 2021 poky ykpaiHChKa
MoBa_Ykpaina Bepcig 3.0 21 Bepecust 2021 poky; [ndopmaris ans mamienta ta ¢opma iHGOpMOBaHOT
sromu: PRN1008-018 mocmimkenHs Maiicrep-Bepcis i gopocnux mnamieHTiB_ [Hdopmamis  mis
naiienta Ta ¢opma iHpopmoBaHoi 3roau Bepcist 3.0 11 cepmus 2021 poky_ pociiicbka
MoBa_ Ykpaina Bepcia 3.0 21 BepecHst 2021 poky; PRN1008-018 Illonennuk marieHTa s peectparrii
JAHUX 100 3aCTOCyBaHHA mpemapary, B3 | 23 numus 2021 p., aHMIiHdChKOIO, YKpPaiHCBKOIO Ta
pociiicbkoro MOBaMH; 3MiHA Ha3BU MICIISl MPOBEACHHS KJIIHIYHOTO BUNIPOOYBaHHS

bYJIO CTAJIO

I.M.H., ipo¢. Ky3pmina I'.I1. I.M.H., ipod. Ky3pmina I'.I1.

Komynanene minnpuemctBo «Kpusopizbka Micbka | KomyHnansHe —mignpuemctBo — «KpuBopizbka
kiiHiyHa JiikapHs Ne2» KpuBopizbkoi Micbkoi | Micbka KiiHIYHa JiikapHs Ne2» Kpusopizbkoi
paau, TepameBTHYHE BigaineHHs, JlepkaBHUI | MICBKOI  paiu, TepaneBTUYHE BiJIIIICHHS,
3aknan  «/lHimpomeTpoBchka MeawuHa akajaemis | JIHIMpOBCHKUIA JIepKaBHUI MEIUYHHI
MinicTepcTBa OXOpPOHH  3/0pOB‘s  YKpaiHW», | yHIBEpCUTET, Kadenpa Teparmii, Kapaionorii Ta
kadenapa Tepamii, Kapmaionorii Ta cimeiHoi | cimeitHoi Menuuuan PI1O, M. Kpuswnii Pir
meaunuan, M. Kpuswuii Pir




NPOJOBKEHHS 1oJaTka 15

Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 614 Bix 01.04.2021

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«bararoneHTpoBe, paHI0OMI30BaHe, MOJIBIMHE CIile, TUIale00-KOHTPOIbOBAHE, 3 MAPAICTLHUMU TPYIaMu
nociipkeHHs 3 (a3u 3 BIIKPUTHM TIEPIOJIOM IPOJOBKEHHS JIKYBAaHHS JJIs OIIHKK €()EKTUBHOCTI 1
0e3meyHoCTi mepopaibHOro 3actocyBaHHs puib3abpytuniOy (PRN1008) y mopocnux Tta miamiTKiB 3
MepCUCTYI0UO0 ab0 XpoHIUHOIO iMyHHOIO TpomboruTomneHieto (ITII)», PRN1008-018, 19 motoro 2021

p., Bepcis 2.0

3asBHUK, KpaiHa

ToBapHuCTBO 3 OOMEKEHOIO BiAMOBITAIbHICTIO «MEI[HEPIC VKPAIHA»

Cnoncop, kpaiHa

«[Ipunnunis biodapma [ak.», CILIA (Principia Biopharma Inc., USA)

CynyTtHi
Marepiaiau/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasibnoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX



Jonatok 16

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

Omnosiena Bepcis mporokony LPRI-424/304, ocrarouna Bepcis 2.0, 25.10.2021, aHIIiiCEKOI0 MOBOIO
(Clinical trial protocol LPRI-424/304, final version 2.0, 25-OCT-2021); Ctuciuii BHKJIaA MPOTOKOIY
kiiniyHoro BumnpoOyBaHHs LPRI-424/304, octarouna Bepcis 2.0 Big 25.10.2021, ykpaiHCHKOIO MOBOIO
(Synopsis of the clinical trial protocol LPRI-424/304, final version 2.0, 25-OCT-2021, Ukrainian);
[HpopmamiitHuii TUCTOK MaIlieHTa JJIsd MamieHToK Bif 14 g0 18 pokis/ ®opma 3roau A1 HEIOBHOJITHIX
(yqacuuni Bikom Bix 14 no 18 pokiB), Bepcis 2.0 ykpaiHCbKOO MOBOW it Ykpaiam Big 28.10.2021
(Subject Information Sheet (for adolescents)/Assent Form, version 2.0, 28.10.2021 Ukrainian for Ukraine
(0258_UA_ICF adolescents_2.0_Ukrainian _20211028); Jluct nikapro 3arajbHOI NMPaKTUKU-CIMEHHOMY
Jikapro, ocrarouna Bepcis 2.0 Bix 28.10.2021, ykpaincskoro moBoto (LPRI-424/304 | General Practitioner
Letter, Final 2.0, 28-Oct-2021, Ukrainian); JlucT ajist JiikapiB-CleIiaiicTiB 100 HapaBJICHHS MAIli€HTIB,
octarouna Bepcis 2.0 Bix 28.10.2021, ykpaincskoro moBoro (LPRI-424/304 | Referral Letter, Final 2.0, 28-
Oct-2021, Ukrainian); 3MicT 3ampollieHHs IOA0 y4acTi y BHIpOOyBaHHI, octaTouHa Bepcis 2.0 Bifg
28.10.2021, ykpaincekoto moBowo (LPRI-424/304 | Advertisement (content), Final 2.0, 28-Oct-2021,
Ukrainian); 3micT OHJNAiiH 3ampoIeHHS IMOJO0 Y4YacTi y BuUIpoOyBaHHI, ocrtaTouHa Bepcis 1.0 Bifg
11.08.2021, ykpaincbkoro moBoro (LPRI-424/304 | Online Advertisement (content), Final 1.0, 11-Aug-
2021_Ukrainian); Iatepuer 3ampomeHHas - IlimsoBa cropinka, Bepcis 2.0, 09.09.2021, ykpalHCBHKOIO
moBoto (LPRI-424/304 | Online Advertisement - Landing Page, Final 2.0, 09-Sep-2021, Ukrainian);
OnuTyBagbHUK IIOAO CHHJIPOMY IMOJIKICTO3HMX SIEYHUKIB, Bepcis 1998 poky, 3axuiieHa aBTOPCHKUM
npaBoM, ykpaiHcbkoro MoBoro (Polycystic Ovary Syndrome Questionnaire, version 1998, Copyright,
Ukrainian); BrirtoyeHHs 10JaTKOBOTO MiCIisl TPOBEICHHS KIIHIYHOTO BUIPOOYBaHHS

No I1.1.B. BiAmOBIZAILHOTO JOCHIIHUKA
n/ HasBa micus mpoBeieHHs KITIHIYHOTO BUIPOOYBaHHS
i

1. | a.m.H., pod. Yeuyra C.b.
Menuunuii  1EHTp TOBapWcCTBA 3 OOMEKEHOI  BIAMOBIAANBHICTIO  «IHHOMER-TICHTP
€HJIOXIPYPrii», NOMIKIiHIYHE BiIAUICHHS, M. BiHHUIA




2 MPOJOBXKEHHS A0/1aTKa 16

Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 2426 Bix 05.11.2021

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«bararomneHTpoBe, MOABIMHE ciine, paHaoMi3oBaHe KiiHIYHEe mocmikeHas [l ¢asu mis  omiHKM
edexTuBHOCTI Ta Oe3neunocti npenapary LPRI-424 (agienorect 2.00 mr / etuninectpanion 0.02 mr) B
MOpPIBHSAHHI 3 TIane0o0 mpH JIiKyBaHHI cHHAPOMY MomikicTo3HuX seunukiB (CITKS) Bnpogosxk 9 nuukmiBy ,
LPRI-424/304, octaTouna Bepcis 1.0, 30.04.2021

3asBHUK, KpaiHa

«Cxoymn Iarepuemnn A, Himeuunna

Cnoncop, kpaina

«Yemo Pezepu C.JI.» (Chemo Research S.L.), Icnianis

CynyTtHi
Marepiaiau/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NMEeYCHHS Isan 3AZIBOPHUX




Jonatok 17

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

Omnognene Jlocke gociimKyBaHoTo JTiKapcbkoro 3aco0y Jlazeptinio (YH25448) Bix 25 sxoBTHs 2021 poky;
Onosnene Jlocke Ilmame6o mo mociimxyBaHOro Jikapcbkoro 3acoOy Jlazeprini6 (YH25448) Bim 25

#oBTHsI 2021 poky; [TonoBxkeHHs TepMiHY NPUAATHOCTI JOCIIIKYBAHOTO JIIKapchKoro 3acody JlazepTinid
(YH25448) 3 30 no 36 micsis

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2243 Bix 05.10.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PannmomizoBane, moxagiiiHe ciine gociimkeHHs Pasu Il ams omiHky edekTHBHOCTI Ta Oe3MeYHOCTI
na3epTiHiOy B MOPIBHAHHI 3 Te(iTiHIOOM SK Teparlii nepuoi JiHil B Mali€HTIB 3 MiCLIEBO-IIOIIUPEHUM abo
METAaCTaTUYHUM HEJPIOHOKIITHHHUM paKOM JIET€HIB 3 MYTaIli€lo, M0 CEHCUTHU3YE pEeIenTop
eniziepMaibHOro gaxkropa pocry», YH25448-301, Bepcis 2 Bin 03 Bepecust 2020 poky

3asiBHUK, KpaiHa

TOB «(ITAPEKCEIJI Vkpaina»

CrnoHcop, kpaina

Yuhan Corporation, Republic of Korea / FOxan Kopnopeitn, Peciy6nika Kopes

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbnoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJ/IBOPHHUX




Jonatok 18

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

Banyuenns poaatkoBoi Bupoouuyoi ainsaku Catalent CTS, LLC, USA

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1265 Bix 23.06.2021

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«LIBRETTO 432: Ilname6o-KOHTPOJILOBAHE IMOABIMHE CIINE paHJAOMi30BaHE JOCHIIKCHHS 3 (a3u s
OLIIHKY aJ1’FTOBaHTHOI Teparlii celmnepKkaTHHIOOM Mmicis paJuKaibHOI JIOKOPETiOHapHOI Teparlii y Mali€HTiB
3 HeIPiIOHOKIIITUHHUM pakoM JiereHi cranii IB—I1A 3 nasBricTio Tibpumnoro reaa RET», J2G-MC-JZJX,
Bepcid 3 nonpaskoro (d) Big 21 TpaBus 2021 poky

3asiBHUK, KpaiHa

«Eni Jlinni Boctok CAy, [lBeitapis

CrnoHcop, kpaina

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

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepaabnoro jupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3A/IBOPHHUX




Jonatok 19

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

Poznmimu «3.2.P.8.1 Stability summary and conclusiony, «3.2.P.8.3 Stability data» [locke qocimimxyBaHOTO
mikapcekoro 3aco0y MK-3475 Pembrolizumab SC, Bepcis 07WFB6 Bim 12 sxoBtHs 2021 poky,
aHTJHChKOI0 MOBOIO; [lo/1OBXKEHHSI TEpMiHY MPUAATHOCTI JOCIHIIXKYBaHOTO JiKapchkoro 3aco0y MK-
3475 (IlemOpo:izymad), cTepyIIbHANA PO3YUH IS 1H €KL B TIONMEPEIHBO HAIMOBHEHUX IIMpHUIax, 3 18
MicsAliB 10 24 MicA1iB; 301IbIIEHHS KITBKOCTI TOCIIKyBaHuX B Ykpaini 3 50 qo 100 oci6

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1326 Big 02.07.2021

Ha3ssa xminiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Binkpure, pannomizoBane pocmijpkeHHs |l dazu ni1s BUBYEHHS (PapMakOKIHETHKH Ta O€3MeYHOCTI
neMOposi3ymMaly AJis MiALIKIPHOTO BBEAEHHS IMOPIBHIHO 3 NMeMOpoi3ymMadoM JUisi BHYTPILIHBOBEHHOIO
BBEJICHHA, B KOMOIHAIil 3 JBOXKOMIIOHEHTHOIO XiMiOTepaImielo npenaparaMu IUIATUHM, B SKOCTI MEPIIOi
NMiHI  Tepamii a1 yYaCHUKIB 3 METAaCTaTUYHUM  IUIOCKOKJIITHHHUM a00 HEMJIOCKOKIITHHHUM
He/IpIOHOKIITUHHUM pakoM JereHiBy, MK-3475-A86, Bepcis 3 iHKoprnopoBaHow mompaskoro 01 Bifg
26 tpasus 2021 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHoto BianoBinanbHicTIO «MCJl Ykpaina»

CrnoHcop, kpaina

«Mepk Hlapn ena Joym Koprm.», nouipue nianpuemctso «Mepk enn Ko., [ax.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX




Jonatox 20
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

[TogoBkeHHST TEpPMiHY NPHAATHOCTI JTOCIHIKyBaHOTO Jikapcbkoro 3aco0y I'ipemectpant (GDC-9545,
RO7197597, Giredestrant), TBepai karcynau o 30 mr go 24 micsui; OHoBienuit po3ain P.8.1 «Pestome
moao crabinbHOocTi Ta BUCHOBKU» (P.8.1 cmc407226) mocke AOCHIIKYBAaHOTO JKApCHKOTO 3aco0y
ripegectpant, TBepAi Kamcyaun mno 30 wmr; OnoBinenmid pos3pin P.8.3 «/lami mpo cTabGinbHICTHY
(P.8.3_cmc407227) moche TOCHIIKYBAHOTO JIIKAPCHKOT0 3ac00y TipeaecTpaHT, TBep/i Karncyiu mo 30 Mr

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 310 Bix 23.02.2021
Ne 310 Bix 23.02.2021

Ha3ssa xminiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannmomizoBaHe MoOJBiiHE crine MiIanedo-KOHTPOIbOBaHe OaraTolieHTpoBe AociimkeHHs daszu I mns
OomiHKU edekTuBHOCTI Ta Oe3neunocti GDC-9545 y komOiHamii 3 mamOOIUKIIOOM TOPIBHSHO 3
KOMOIHAIIIEI0 JIETPO30Jy Ta NanOonuKkiIil0y y MalieHTIB 3 ecTporeH-penentop-no3utuBHuM, HER2-
HETaTUBHUM MICIIEBOIIOIIUPEHUM UM METACTAaTUYHHUM PAaKOM MOJIOUHOI 3anmo3m», BO41843, Bepcis 2 Big
08 mrororo 2021 p.;

«PAHIAOMI3OBAHE, BIAKPUTE, BATATOLEHTPOBE JOCIIIXXEHHA ©A3U 11 U1 OLIHKA
E®EKTHUBHOCTI TA BE3IIEYHOCTI GDC-9545 vV IIOPIBHSAHHI 3 BHUBPAHONO JIIKAPEM
EHJIOKPMHHOKO MOHOTEPAIIIEIO VYV MMALIEHTIB 13 PAHIIIE JIIKOBAHUM ECTPOI'EH-
PELIEIITOP-TIO3UTUBHUM, HER2-HE'ATUBHUM MICHEBO-ITOIIMPEHUM ABO
METACTATUYHUM PAKOM MOJIOYHOI 3AJI031», WO42312, Bepcis 3 Bix 09 munns 2021 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MexkeHO0 BiAnoBiAaibHIcTIO «Pomr Yipainay

Cnoncop, kpaiHa

®.Xodhdpmann-JIs Pomr JIta, [lseiuapis

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

dapmaneBTHYHOIrO 3a0€e3MeYeHHS

Isan 3AZIBOPHUX




Jonatok 21

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

Jlocke mocimipKyBaHOTO Jikapchbkoro 3aco0y SEL-037, Bepcis 1.3 Bim 08 mmcromama 2021 poky
(arrmiicbkor0 MOBOMK); [ToOBXKEHHS CTPOKY MPUAATHOCTI JOCHIKYBAHOTO JiKapchkoro 3aco0y SEL-
037, 336 10 42 Mmics1iB

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 762 Bin 20.04.2021

Ha3ssa xiiniuynoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannmomizoBaHe, mojBiitHe-ciine, Mane00-KOHTPOILOBaHEe JOCTiIKEeHHs mpenapary SEL-212 vy
MAIi€HTIB 3 MOAArpoto, pePpaKkTepHOIO A0 CTaHAapTHOI Tepamiin, SEL-212/302, Bepcist 5.0 Big 30 x0BTHS
2020 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Crnoncop, kpaina

Selecta Biosciences, Inc., USA/ «Cenexra baiiocaencis, Iak.», CIIIA

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX




JonaTok 22

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

Jocke pocmimpkyBaHoro jikapcbkoro 3aco0y T4030, Bepcis 6 Big 16 Bepecns 2021 poky, aHTIIIHCHKOIO
MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUNIPOOYBaHHS

Ne 1012 Bix 24.05.2021

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«OniHoBaHHS e(QeKTHBHOCTI Ta Oe3meyHocTi O4HHMX Kpamenb 14030 mopiBHSHO 3 OIHOMO30BHM
npernapatoM ['angopT® y maimieHTiB i3 04HOIO TinmepTeH3iero abo riaaykomoro», LT4030-301, epcia 1.0
Bix 21 Bepecus 2020 poky

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO 1HBECTHUIIIEIO «AVK’IOBIA PJIC Ykpaina»

CrnoHcop, kpaina

Laboratoires THEA, France

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3A/IBOPHHUX




JonaTok 23

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

OHoBIEHUH TPOTOKOJ KJIiHIYHOTO BUTIpoOyBaHHs Bepcis 7.0 Bix 15 Bepecus 2021p.

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2674 Bin 18.11.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«bararonienTpoBe, BiakpuTe BUNpPOOyBaHHSA (hasu 2 3 ONMHIEIO TPYNOK JIKYBAaHHS UL JTOCIIKEHHS
0e3nevHoCTi, epeKTUBHOCTI Ta papMakokiHeTUkH npenapary C21 y maiieHTiB 3 11100aTHYHUM JIETEHEBUM
¢bi6po3om», VP-C21-005, Bepcis 6.0 Bix 27 tpaBus 2021 p.

3asiBHUK, KpaiHa

TOB «O CI TI-I'JIOBAJI», Ykpaina

CrnoHcop, kpaina

«Bikop ®apma Ab» /Vicore Pharma AB, Sweden

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJ/IBOPHHUX




Honatok 24

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKAPCHKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

Ckpinmoru «IHpopMmariis po ocoOy, 110 3AIMCHIOE JOTJISAA» YKPAaiHCHKOK MOBOIO ISl YKpaiHH, Bepcis
2.0 Big 15.07.2021 p.; Ckpinmoru «<PRESORS (mepen caom) + Brumme Ha 0co0y, 10 3IIHCHIOE TOTISI»
yKpaiHChbKOIO MOBOIO st YKpainu, Bepcist 2.0 Big 15.07.2021 p.; Cxpinmoru «PRESORS (Ha BuxigHomy
piBHI micns mpuiiMaHHSAM 11034) + BB Ha ocoOy, 10 3AIHCHIOE IOTIISI» YKPaiHCBKOIO MOBOIO IS
VYkpaiunu, Bepcis 2.0 Bix 15.07.2021p.; CxpinmoTtu «PRESORS (Ha BuxinmHoMmy piBHI nepea npuiMaHHsIM
JI03M)» YKpalHChKOI MOBOIO it YKpainu, Bepcis 2.0 Big 15.07.2021 p.; Ckpiamoru «PRESORS
(yBeuepi) + BrmuB Ha 0co0y, 110 3A1HCHIOE AOTIISAI» YKPAiHCHKOK MOBOMO Ui Ykpainu, Bepcis 2.0 Bixg
15.07.2021p.; Cxkpiamorn «PRESORS (ckpuniHT) + BIUIMB Ha 0cCo0y, IO 3MIMCHIOE JOTJISI
yKpaiHChbKOIO MOBOIO i Ykpainu, Bepcia 2.0 Big 15.07.2021p.; Ckpinmotu «PRESORS (Bpanii)»
YKpaiHCBKOIO MOBOIO Uit Ykpainu, Bepcis 2.0 Bim 15.07.2021 p.; CkpiHmoru «Janssen
53718678RSV3001 Other Subject Facing Text» ykpaiHCbKOW MOBOK uisi YKpainu, Bepcis 4.0 Bix
02.09.2021 p.; «Koporkuil mociOHMK ocoOu, 1o 3ailicHIoe gorisiay, Janssen 53718678RSV3001
(DAISY), YKpaiHCBKOIO MOBOIO JUISt VYkpainy, Bepcis 3.0
«IHopmarnis mpo O6aTbkiB/OCO0y, 110 3AIMCHIOE OTNISA», YKPAiHCBKOIO MOBOI Uil YKpaiHu B. 8
(14 cepmus 2020 p.) Bim 28.06.2021 p.; «3anuTaHHs NMPO BIUIUB Ha 0OCOO0Y, IO 3IIHCHIOE TOTISI,
YKpaiHCbKOIO MOBOIO it Ykpainu Bigx 28.06.2021 p.; «OiiHka NOPURHATHOCTI Ta CMaKOBHUX
XapaKTePUCTHK JOCITIKYBAaHOTO Tperapary», YKpaiHChKOK MOBOI it Ykpainu, Bepcis 1.0 (28 kBiTHs
2020 p.) Bix 28.06.2021 p.; «53718678RSV3001 DAISY. Incrpykuis mist podotu 3 eCOA 11 y4acHUKIB,
BKJIFOUEHUX Y JIOCIIKEHHS B YKpaiHi», yKpaiHChbKOI0 MOBOO Bijg 24.11.2021 p.

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1102 Bix 02.06.2021
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Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«PangomizoBaHe, TMOABIHHE climne, IIANEe00-KOHTPOIbOBaHE MAOCTIKeHHS (a3su 3 I OLIHKH
e(eKTUBHOCTI Ta 0€3MEeYHOCTI pijieMaToBipa y HEMOBIIAT Ta JiTel (BikoM Bix 2 28 aHIB A0 £ 5 pPOKiB) Ta
3T0ZIOM Y HOBOHAPODKEHUX (BIKOM < 28 NHIB), TOCHITATI30BaHUX 3 IPUBOIY TOCTPOi 1H(MEKITIT TUXaITbHIX
HUISAX1B, CIPUYMHEHOI pecmipaTopHO-cuHIUTIanbHUM BipycoM (PCB)», 53718678RSV3001, 3 monpaskoro
1 Big 04.05.2021 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAIEBTUKA HBy, benbris

CnoHcop, kpaina

«IHCCEH ®APMAIEBTHUKA HBy», benbris

CynyTtHi
MaTepianu/mpenapari
CYNYTHBOI Teparii

B.o. renepanbHoro aupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€e3MeYeHHS IBan 3AZIBOPHUX




JonaTtok 25

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

OnHoBneHu# MpoToKo 3 monpaskoro 4 Bixg 30.09.2021 p.

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 296 Bin 11.02.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«[loxBifiHe crine, mIANE00-KOHTPOJIbOBAHE, OaraToOICHTPOBE KIIHIYHE JJOCITIDKCHHS, IO BHBYAE
edekTuBHICTh, Oe3neuHicTh Ta nepeHocuMicTs JNJ-61393215, sk 10AaTKOBOTO JIKYyBaHHS JOPOCIHX
MAII€HTIB 3 BEJIUKUM JICTIPECHBHUM PO3JIaJIOM 3 TPUBOKHHUM JUCTPECOM 3 HEJIOCTATHHOIO BIAMOBIIIO HA
CTaHJapTHI aHTUAenpecanTn», 61393215MDD2001, 3 ITonpaskoro 3 Bix 24.06.2021 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CrnoHcop, kpaina

«IHCCEH ®APMAIIEBTUKA HB», benbris

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3A/IBOPHHUX




JonaTok 26

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIIKAPCHKHX 3aC00IB Ta
3aTBEPKCHHS CYTTEBHX ITOTPABOK)
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

[TonoBxeHHST TEPMiHY KIIIHIYHOTO BHIPOOYBaHHS y CBiTI Ta B YKpaiHi 10 19 uepBHs 2023; 30iabIeHHS
10 420 KiJTbKOCTI Nami€HTIB, II0 Oy1e BKIYEHO Y KIIIHIYHE BUITPOOYBaHHS Y CBITI

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 662 Bin 16.03.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Bingkpute nmocmimkenus ¢azu 1b 3 mindopy mo3m Bl 836880 y xomOinamii 3 ezabenniMaboM Jyist
XapaKTePUCTHKHU OE3MEYHOCT1, MEPEHOCUMOCTI, (hapMaKOKIHETHKH, hapMaKoIUHAMIKU Ta e(EeKTUBHOCTI Y
MAIEHTIB 3 MICIEBONOMKUPEHUM a00 METACTAaTHYHUM HEIUIOCKOKIITHHHUM HEIPiOHOKIITHHHUM PaKkoM
JIeTeHi Ta IHIIUMU COJIITHUMHU IyxJauHamu», 1336-0011, Bepcis 7.0 Bix 16 cepnus 2021

3asiBHUK, KpaiHa

TOB «IOKYME/IC» («CIA IOKYME/IC»), JIaTBist

CrnoHcop, kpaina

Boehringer Ingelheim RCV GmbH & Co KG, ABctpist

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepaabnoro gupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3A/IBOPHHUX




Jonatok 27

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

Onosnenuii I[Iporokon xiiHiyHOTO BHIpOoOYBaHHA GA40209, Bepcis 7 Big 26 mumas 2021 p.,
aHIITCBKOI0  MOBOIO; BHeceHHss MikHapoaHoi HemaTeHToBanoi Ha3Bu Efmarodocokin  alfa
(Edmaponokokin anbda) m0 Ha3BU AOCHKyBaHOro jJikapcbkoro 3aco0y UTTRI1147A, RO7021610;
GA40209 Iadopmanis s namienta i popma iHpopmMoBaHoi 3roau ans YKpaiHu, aHTIIHCHKOI0 MOBOIO,
Bepcis 6.0 Bix 01 >xoBTHa 2021 p.; GA40209 Indopmarnis mis namienta i dopma iHGoOpMOBaHOT 3roau
s YKpaiHu, yKpaiHChKoro MoBoto, Bepcis 6.0 Bim 01 xoBtHs 2021 p.; GA40209 Indopmarmis ans
nanienTa i popma iHpopmMoBaHOi 3roau A YKpaiHu, pociicbkoro MoBoto, Bepcis 6.0 Big 01 sxoBTHS 2021

p-

Howmep ta nata Hakasy
MO?3 11010 3aTBEpPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 146 Bix 21.01.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHSI, KO/,
BepCis Ta JaTa

«Binkpure mnpopoBxkeHe nochimkeHHs ¢a3zu Il 3 Merorw OLIHKM JOBrOCTPOKOBOI O€3MEYHOCTI Ta
nepeHocumocti npenapary UTTR1147A y naifieHTiB i3 BUPa3KOBUM KOJITOM BiJl TOMIPHOTO JI0 TSYKKOTO
ctymnens abo xBopooor Kponay, GA40209, Bepcis 6 Bix 15 rpyaus 2020 p.

3asiBHUK, KpaiHa

ToBapucto 3 O6MmexeHoro BinnmopinanbHicTio «KoHTpakTHO-/{ochinnuipka Opranizaiis IHHOpapm-
Ykpaina»

Cnoncop, kpaiHa

Genentech, Inc., USA/ Jlxxenenrek Iak., CIITA

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3A/IBOPHHUX




JonaTok 28

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

OHoOBIEHUH TPOTOKOJ KIIIHIYHOTO BHIpoOyBaHHs, Bepcis 3.0 Bim 23 BepecHs 2021 poky aHTIIHCHKOO
MOBOIO; [HopMmamiiiHuii THCTOK marienTa Ta ¢opma iHPoOpMoBaHOi 3roau — yactuHa 1, Bepcis 3.0 Bix
06 xoBTHs 2021 poky ykpaiHChKOIO Ta pociiicbkoro MoBamu; [HdopMaliiHuil TUCTOK MalieHTa Ta popma
iH(hopMoBaHoi 3roau — vactuHa 2, Bepcis 4.0 Big 06 xoBTHA 2021 poky yKpaiHCBKOIO Ta POCIHCHKOIO
MoBamu; bpomrypa mgocnigHuka IOCHipKyBaHOTO Jikapcbkoro 3aco0y Jlocrtapnimab (Dostarlimab)
(GSK4057190A (takox Bimomoro sk TSR-042)), epcis 6.0 Bim 19 kBiTHsa 2021 poky aHIIIHCHKOIO
MoBo10; bpomrypa pocmigHuka gociimkyBaHoro Jjikapcbkoro 3aco0y Hipamapi6 (Niraparib)/ 3emxyna
(Zejula) (GSK3985771, MK-4827), Bepcist 12 Bim 23 uepBus 2021 poky aHriiiicbkoro MoBOI; Jlocke
JOCTIKyBaHOTO JTiKapchbkoro 3aco0y Jlocrapmimab (Dostarlimab), Bepcis 8.0 Bim uepBHs 2021 poky
AHTITIHCHKOI0 MOBOIO

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 767 Bin 02.04.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

PanpomizoBane mojBiiiHe ciine OararomeHTpoBe mociikeHHs ¢aszu 3 mocraprimady (TSR-042) B
KOMOIHaIi 3 KapOOIUIATUHOM 1 MAaKJITaKCEeJIOM IMOPIBHSAHO 3 IUlanedo B KOMOIHAIll 3 KapOOIUIATHHOM 1
MaKJIITAKCEJIOM y MAIIEHTOK 3 PEIMIUBHUM a00 MEPBUHHHUM IMOIIMPEHUM pakoM eHpometpito (RUBY),
4010-03-001, Bepcis 2.0 Bix 11 aucronana 2020 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIATIOBIJAJIBHICTIO «D®APMACBIOTIKAJI PICEPY

ACCOVYIINENTC YKPATHA» (TOB «®PA YKPATHAY)

Cnoncop, kpaiHa

TESARO, Inc., CIITA

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

dapmaneBTHYHOrO 3a0e3MeYeHHS

Isan 3AZIBOPHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

Onosnenuii Ilporokon xmiHiyHOrO nocmikenHs BP41743 Bepcis 5 Big 06 xoBTHa 2021 poky,
aHIITCBKOI0 MOBOMW; IH(popmaris ans mamienta Ta ¢opma iHdopMOBaHOI 3roau Juid YKpaiHH
aHTIIChKOI0 MOBOIO, Bepcis 5.0 Bim 08 »xoBTHs 2021 p.; IHpopmamis mis mamieHTa Ta (opma
iH(popMoOBaHoOi 3roau A YKpaiHu yKpaiHCbKOI0 MOBOIO, Bepcis 5.0 Bix 08 xoBtHs 2021 p.; [Hpopmaris
JUTs marienTa ta opma iHhopMoBaHOI 3rou Il YKpaiHu pociiicbkoro MOBOIO, Bepcis 5.0 Big 08 ykoBTHs
2021 p.; Homarok no dhopmu inhopmMoOBaHOT 3roau sl YKpaiHH aHTIIHCEKOI0 MOBOIO IS JOCTIKEHHS
BP41743 npo BUKOHAHHS Bi3UTIB JOCHIIPKEHHS CIY>KOOI0 MEIUYHOI JOMOMOTH 3 JOTJISAY Ha JOMY IIif
gac manjemii kopoHaBipycHoi iHdekii COVID-19 abo B HeBiAKIAgHUX CUTyalisx, Bepcis 2.0 Bixg 20
woBTHS 2021 p.; Homatok no dopmu iHdopMoBaHOI 3roau Aisi YKpaiHH YKpPaiHCBKOIO MOBOIO Jist
nociimkenHass BP41743 npo BUKOHAHHS BI3UTIB JOCIIIKEHHS CIYXOOK MEIUYHOI JOIIOMOTH 3 JOTJISITY
Ha JoMYy miJ 4yac nanjemii kopoHaBipycHoi iHdekiii COVID-19 abo B HeBiIKIaAHUX CUTYAIlisX, BepcCis
2.0 Bix 20 xoBTHA 2021 p.; Jonatok no ¢popmu iHpopMOBaHOI 3rofu sl YKpaiHU POCIHCHKOI0 MOBOIO
s npociimxeHdss BP41743 mpo BUKOHAHHS BIi3WUTIB JIOCHIIKEHHS CIYKOOK MEAMYHOI JOMOMOTH 3
JOTJISIy Ha JAOMY i1 yac manjaemMii koponasipycHoi iHdekiii COVID-19 a6o B HEBIAKIAAHUX CUTYAIlISX,
Bepcia 2.0 Bim 20 xoBTHa 2021 p.; Bpomrypa nociigHHMKa IOCTIAXKYBAaHOTO JIIKapChbKOro 3aco0y
RO6889450 Ralmitaront (TAARI1(4) Partial Agonist), Bepcis 7 Bix xoBTHS 2021 poky, aHTJIHCBKOIO
moBow; WCG MedAvante-ProPhase—Roche BP41743 — IHcTpyKiist s y4aCHUKA JOCITIKSHHS 1010
BUKOPHUCTAaHHS J10aTKy Zoom uid BineokoHdepeHuii, Bepcist 3.0 Bix 20 xoBTHs 2021 p., yKpaiHCHKOIO
moBoio; WCG MedAvante-ProPhase—Roche BP41743 — Inctpykitii uist mamieHTa 1010 BHKOPHCTAHHS
noAaTky Zoom JUIsl BifjaneHux BigeokoHpepenuidt, Bepcis 3.0 Bix 20 sxoBTHS 2021 p., pociiicbkoro
MOBOIO

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2110 Bix 16.09.2020
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Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«bararorieHTpoBe, paHIOMIi30BaHE, MOJBIHHE CIille, y MapalelbHUX TIpyNax, IUaned0-KOHTPOJIbOBAHE
nocmikenns $asu I st oninku epextuBHOCTI Ta Oe3neunocti npernapary RO6889450 (PanmitapoHT) y
MOPIBHAHHI 3 TuIanebo0 y MamieHTiB 13 mu3odpeHiero abo 3 Mmu30aQeKTUBHUM pPO3JITAAOM Yy CTaii
3aroctpenHs», BP41743, Bepcis 4 Big 03 yepBus 202 1p.

3asiBHUK, KpaiHa

ToapuctBo 3 OOmexeHoro BinnmopimanshicTio «KonTpaktHo-/lochinnunpka Opranizaiis InHO(papm-
Ykpaina»

CnoHcop, kpaina

@. Xopdpmann-Jls Pom JItn, Hseitnapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynyTHi
MaTepianu/mpenapari
CYIYTHBOI Teparii

B.o. renepanbHoro rupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




Honatox 30

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

VYkpaina, MK-3475-B15, Bepcis 1.01 Big 04 nucromaga 2021 p., yKpaiHCbKOKO MOBOMO, iH(opmarlis Ta
JOKYMEHT TIpo iH(OopMOBaHy 3roay A namienTa; Ykpaina, MK-3475-B15, Bepcist 1.01 Bix 04 mucronana
2021 p., pociiicbkkOl0 MOBOIO, iH(OpMaIlis Ta JOKYMEHT Mpo iH(GOPMOBaHY 3roJy AJs Malli€HTa;
30ibIIeHHs] KUTBKOCTI JOCHiKyBaHUX B YKpaiHi 3 60 mo 71 oci®; OHOBIEHI 3pa3Kd MapKyBaHHS
mikapcekux 3aco0iB  I'emumrtabin (Gemcitabine), Hucnmatun (Cisplatin), Endoprymad Bemotun
(Enfortumab vedotin), MK-3475: MK-3475 Kit, Bepcis 2.0 Big 09 Oepe3ns 2021 poky, aHTIiCEKOIO Ta
ykpaiHcbkoro MoBamu; MK-3475 Vial, Bepcia 2.0 Bim 09 Oepesus 2021 poky, aHIITIHCHKOIO Ta
ykpaincpkoro moBamu; Enfortumab vedotin Kit, Bepcis 2.0 Big 09 6epesnst 2021 poky, aHIIIIHCHKOIO Ta
ykpaincbkoro MoBamu; Enfortumab vedotin Vial, Bepcis 2.0 Bix 09 Gepesns 2021 poky, aHIUTIHCHKOIO Ta
ykpaincekoro moBamu; Cisplatin_Kit, Bepcist 2.0 Big 09 6epesnst 2021 poky, aHTIIIHCHKOIO Ta YKPATHCHKOIO
moBamu; Cisplatin_Vial, Bepcis 2.0 Bix 09 Gepesns 2021 poky, aHIIIHCBKOIO Ta YKpaiHCBKOIO MOBAaMU;
Gemcitabine Kit, Bepcis 2.0 Big 09 Oepesnst 2021 poky, aHINIHMCBHKOIO Ta YKPAiHCHKOIO MOBaMH;
Gemcitabine Vial, Bepcia 2.0 Big 09 OGepeszns 2021 poxy, aHITHCHKOIO Ta YKPaiHCBKOI MOBAaMU;
Gemcitabine Kit, Bepcis 2.0 Big 02 BepecHs 2021 poky, aHIIMCBKOIO Ta YKpPAiHCBKOIO MOBaMU;
Gemcitabine Vial, Bepcis 2.0 Big 02 BepecHs 2021 poky, aHTTIIICHKOIO Ta YKPaiHCBKOIO MOBaMHU

Howmep ta nata nakazy Ne 516 Big 22.03.2021

MO3 1mo10 3aTBEPIKEHHS

KJIIHIYHOT'O BUITPOOYBaHHS

Hasga kiiHiuHOTO «PannomizoBane, Biakpute pocmijkeHHs |l dasu ang omiku mepiomepariiifHoro 3acTocyBaHHS

BUINIPOOYBaHHS, KO/,
BepcCis Ta naTa

eHpopTymMaly BenoTHHY y komOiHaii 3 nem6ponizymadbom (MK-3475) nopiBHSIHO 3 Heoal'IOBaHTHOIO
Tepamniclo TeMIUTa0iHOM Ta IUCIUIATUHOM Yy YYAaCHHUKIB 3 M'SI30BO-IHBa3UBHUM PaKOM CEUOBOTO MiXypa,
npugatHux Uit JikyBanHs nucruiatuaoM  (KEYNOTE-B15 /  EV-304)», MK-3475-Bl15, 3
iHKOpnopoBaHoto nonpaskoro 01 Bix 14 tpaBus 2021 poky

3asBHUK, KpaiHa

Toapuctso 3 oomexeHoto BignosiaanpHicTIO «MCJ Ykpaina»
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CrnioHcop, kpaina «Mepk lapn Eng Joym Kopm.», nodipue mianpuemctBo «Mepk Enpa Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynytHi —

MaTtepiaiu/mpenaparu

CYIYTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




Honatok 31

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

Bxmtouenns ckopodeHoi Ha3Bu kimiHIYHOTO BUIpoOyBaHHS — KRYSTAL-10; OcHoBHU iH(MOpMaIiiHAN
JHMCTOK marieHTa ta ¢opma iHpopmoBaHoi 3roau it Ykpainu, Bepcis 2.0 Big 14 BepecHs 2021 poky
YKpaiHChKOIO Ta pociiickkoro MoBamu; [HpopMmarilinuii TucTok mamieHTa Ta ¢popma iHGOpPMOBaHOI 3roau
Ha TPOXOJDKEHHS TONEepPeNHbOr0 CKPHHIHTY ais Ykpainu, Bepcis 2.0 Bim 14 Bepecus 2021 poky
YKpalHChKOIO Ta pociiicbkoro MoBamu; JlomaTkoBuil iHGopMaliiHUil NIHUCTOK mTalmieHTa Ta Qopma
iH(pOpMOBaHOI 3roiM Ha MPOJIOBKEHHS Y4acTi B JOCIIHKCHHI MICJS MPOTPECYBAHHS 3aXBOPIOBAHHS IS
VYkpainu, Bepcis 2.0 Big 14 BepecHs 2021 poky ykpaiHCBKOIO Ta pociiicbkoro MoBamu; JlomaTkoBuit
iHpopManiiiHuil TMCTOK narienTa Ta GpopMa iHPOPMOBAHOI 3r0IM Ha MPOJOBKEHHS YUacCTi Y JOCIIPKEHH]
IIPY HEBIAMOBIAHOCTI pe3yabTaTiB aHaii3y Ha HasBHICTH MyTalii reHa KRAS G12C ansa Ykpainu, Bepcis
2.0 Big 14 BepecHs 2021 poky yKpalHCHKOIO Ta POCIHCHKOIO MOBaMH; TeKCT BeO-I0JaTKy ISl MAIli€HTIB
(Patient Web Application) ans Ykpainu, nepexiiaz ykpaiHcbkoro MoBoto Bif 08 xoBTHs 2021 poky; Tekcr
BeO-nonatky Juist namieHtiB (Patient Web Application) ans Ykpainu, nepekiaj pociiicbKol0 MOBOIO BiJ{
13 xoBTHa 2021 poky; BeO momatok ans marienta mocmimxeHHS KRYSTAL-10: IToBigzomieHHS mpo
MIOMUJIKA cucTeMH st marienta, Bepcis 1.1 Big 30 BepecHs 2021 poky yKpaiHCBKOIO Ta POCIMCHKOIO
MoBamu; KapTka narieHTa uist 38’s3Ky B Ha3BHUAHHUX CUTYaIisIX uist YKpainu, Bepcis 2.0 Big 14 nunus
2021 poky ykpaiHcbkow Ta pociiicbkoro moBamu; JochimkenHs KRYSTAL-10: banepna pexmnama
(KRYSTAL-10 Study Banner Advertisements) mns Ykpaiau, Bepcis 2.0 Bim 14 mumus 2021 poky
yKpaiHChbKOI0 Ta pociiicekoto mMoBamu; JlocmimxeHHss KRYSTAL-10: ®aktu npo AOCHiIKEHHS IS
Vkpainu, Bepcis 2.0 Big 14 nunuas 2021 poky yKpaiHCBKOIO Ta pociiicbkoro MoBaMu; JlociimKeHHs
KRYSTAL-10: Jluct mamientoBi s Ykpainu, Bepcis 2.0 Big 14 mumas 2021 poky ykpaiHCBKOIO Ta
pociiicbkoro MoBamu; JlocmixenHss KRYSTAL-10: [IpykoBana peknama ans Ykpainu (5 X 4, yopHo-
6ima), Bepcis 2.0 Bix 14 numua 2021 poky ykpaiHCBKOIO Ta pOCiCbKOIO MoBamu; JlociikeHHs
KRYSTAL-10: [IpyxoBana pekiama s Ykpainu (5 X 7, yopHo-06ina), Bepcis 2.0 Big 14 mumas 2021
POKY yKpaiHChKol0 Ta pociiicbkoro MoBamu; JlocmimpkenHs KRYSTAL-10: JIpykoBana pexnama ais
VYkpainu (5 x 4, konboposa), Bepcis 2.0 Big 14 nunus 2021 poky ykpaiHCBKOIO Ta pOCIHICHKOI0 MOBAMU;
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Hocmimkenns KRYSTAL-10: JIpykoBana pekinama st Ykpaiau (5 X 7, konbopoBa), Bepcia 2.0 Big 14
mumas 2021 poky ykpaiHChKkOw Ta pociiicekoro MoBamu; Jlocmimkenns KRYSTAL-10: Pexmamuunii
JIUCTOK JOCIHIKeHHs s Ykpainu, Bepcis 2.0 Big 14 gumus 2021 poky yKpaiHCBKOIO Ta POCIHCHKOIO
moBamu; Jlocmimxerass KRYSTAL-10: [TociOHUK sl y9acHUKIB HOCHIKEHHS 1 YKpainu, Bepeis 3.0
Bix 14 mumas 2021 poky ykpaiHCchkoro Ta pociiickkoro MoBamu; Jlocmimkenass KRYSTAL-10: Peknama
s BeO-caifty st Ykpainu, Bepcis 2.0 Bin 14 munas 2021 poky ykpaiHChKOIO MOBOIO; JlocimKeHHS
849-010 - KRYSTAL-10: Ilyomnikamis B Iatepreri mns Ykpainu, Bepcis 2.0 Bix 14 munas 2021 poky
pociiicekoro MoBoto; Jlocmimkenns KRYSTAL-10: Ily6nikamii B comiaieHUX Mepekax sl YKpaiHwu,
Bepcis 2.0 Big 14 nmunus 2021 poky ykpaiHChKOIO Ta pociiickkoro moBamu; Jlocnimkennss KRYSTAL-10:
[MomykoBa peknama (KRYSTAL-10 Search Advertisements), mixkHapoaa Bepcist 1.0 Bix 22 rpyaas 2020
POKY yKpaiHChKOKO Ta aHriiiicekoro moBamu; JlocmimkenHs KRYSTAL-10: IlomrykoBa pekinama
(KRYSTAL-10 Search Advertisements), mixkaapoana Bepcis 1.0 Big 22 rpyans 2020 poky pociichbKo0 Ta
aHrmifceko0 MoBamu; Beb-caiT piBas nporpamu. [Iporpama KRYSTAL, Bepcist 1 Big 27 xoBTHs 2020
POKY YKpaiHChKOIO Ta pociiickkoro MoBamu; [Iporpama KRYSTAL. Hagiramis 3romoro (KRYSTAL
Program. Consent Navigator), mixHapoana Bepcis 1.0 Big 27 xoBtHa 2020 poKy yKpaiHCHKOIO Ta
POCICEKOI0 MOBaMH

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2147 Bix 04.10.2021

HasBa xiriHiyHOrO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PannomizoBane nocnixeHHs gasu 3 npenapaty MRTX849 y kombinarii 3 ieTykcuMaOoM y MOPIBHSAHHI
3 XiMioTepari€ro B MALi€HTIB 13 MOMIMPEHUM KOJIopeKTalbHUM pakoM 3 mytauieto KRAS G12C, B skux
MPOTpECyBaHHs 3aXBOPIOBAHHS BIAOYJOCs MiJa 4ac abo Micis CTaHAApTHOI Tepamii mepinoi JiHiiy», 849-
010, Bepcis 3.0 Big 22 6epesnst 2021 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIATIOBIJAJIBHICTIO «D®APMACBIOTIKAJI PICEPY

ACCOVYIINENTC YKPATHA» (TOB «®PA YKPATHAY)

Cnoncop, kpaiHa

Mirati Therapeutics, Inc., CIIIA

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

dapmaneBTHYHOrO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JonaTok 32

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

bpomypa nmocmigauka [pocmipenon 4 mr & JlpocmipeHoH 2.8 Mr TaOJIeTKH IS TEPOPaTLHOTO
3acTocyBaHHs, Bepcis 2.2, 10.08.2021, anrnificbkoro MoBoro (Investigator’s Brochure Drosperinone 4 mg
& Drosperinone 2.8 mg oral tablets , edition 2.2, 10.08.2021, English); InTepHer cropiHka MmoI0
3anpomieHHs st yuacti B gociimpkenni CF113-302, Bepcis 3.0, 09.09.2021, ykpaincbkoro moBoro (Online
Advertisement -Landing Page, CF113-302, Version 3.0, 09.09.2021, Ukrainian); JIucTiBka-3amnpomeHHs
(imTepuer-marepian) st y4acti B gocmimpkenHi CF113-302, Bepcis 3.0, 09.09.2021, ckpuHIIOT
ykpaincekoro mMoBoro (Online Advertisement - Landing Page, CF113-302, Version 3.0, 09.09.2021,
Ukrainian_Screenshot); JlucriBka-3anpoiuieHHs (iHTepHeT-Marepian) it y4acTi B pociimpkeHHi CF113-
302, Bepcis 3.0, 09.09.2021, ykpaincekoro Moo (Online Advertisement, CF113-302, Version 3.0,
09.09.2021, Ukrainian)

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2426 Bix 05.11.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«baratouieHTpoBe, TOABIWHE CIlile, paHaOMi3oBaHe KiiHiuHe nocmimkeHHs Il dasm nns  omiHkm
epexTuBHOCTI Ta Oe3nmeuyHocti mpenapary LPRI-CF113 B mnopiBHsSHHI 3 Iu1anebo Npu JIIKyBaHHI
€HJIOMETPi03y BIPOJOBXK 3 HMUKIIB 3 MOAAIBIINM BIAKPUTHM JIKYBaHHSM BIPOIOBX 3 nukiiBy, CF113-
302, ocrarouna Bepcis 1.0, 26.04.2021

3asiBHUK, KpaiHa

«Cxoyn Inrepuentan Al'», Himeuunna

CnoHcop, kpaiHa

«Uemo Pezepu C.JI.» (Chemo Research S.L.), Icnanis

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Isan 3A/IBOPHHUX




Jonatok 33

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

3aiy4eHHs J10JJaTKOBOT'O MICIIsl IPOBEICHHS KIIIHIYHOTO BUIIPOOYBaHHS
Ne I1.1.B. BigmoBigaaIbpHOTO MOCITIIHUKA
/1 Hazpa micuisg mpoBeieHHs! KJITHIYHOTO BUITPOOYBAaHHS
1 nikap Cemeren 10.B.
O6nacHe  KOMyHajgbHE  HEKOMeplildHE  MiANpUeEMCTBO  «ByKOBHMHCHKMII  KIIIHIYHUH
OHKOJIOT1YHHH HEHTP», CTPYKTYPHUI MiPO3ALT IEHHOTO CTalioHapy, M. YepHiBIi

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1966 Big 15.09.2021

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannmomizoBane moaBiitHe ciine gociimkeHHs (a3u 3 mpenapaty BGB-A1217, antutina no TIGIT, y
MOEJTHAHHI 3 THUCJENI3yMaOoOM MOPIBHSIHO 3 MeMOpoiizymMaOoM y Mali€HTIB 13 paHille HEIIKOBAHUM,
MICIIEBOTIOIIUPEHUM, HeornepabenbHUM ab0 MeTacTaTUYHUM HEIPIOHOKIITUHHUM pakoM JIeTeHb 13
BuOpanuM crarycom ekcmpecii PD-L1», BGB-A317-A1217-302, 3 mompaskoro 1.0 Bim 23 rpyans
2020 poky

3asBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIANOBIJAJIBHICTIO «®APMACBIOTIKAJT PICEPY
ACCOVHIMENTC YKPATHA» (TOB «®PA YKPATHAY)

CrnoHcop, kpaina

BeiGene, Ltd. ¢c/o BeiGene USA, Inc., CIIIA

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX




Honatok 34

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHX 3aC00IB Ta
3aTBEPKCHHS CYTTEBHX ITOTPABOK)
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

3MiHa MicIs MPOBEACHHS KIIIHIYHOTO BUIIPOOYBAaHHS

BYJIO CTAJIO
k.M.H. Tomax H.B. k.M.H. Tomax H.B.
Komynanene  HexomepuiiiHe  migmpueMcTBO | Meanunuii neHtp ToBapuctBa 3 0OMEXEHOIO
«Micbka nikapHsa Ne2y 3anopi3bkoi Micbkoi paay, | BianosiganbHicTIo «IHET-09%», M. 3anopixxs
HEBPOJIOTIYHE BiUIUICHHS, M. 3aIOpisOKs

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1586 Big 29.07.2021

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«58-THKHEBE BIIKpUTE MOCHiKeHHs TaBamaloHy y maiieHTiB 3 xBopoOoto IlapkiHcoHa (mocmimKeHHs
TEMPO-4)», CVL-751-PD-004, Bepcis 3.0 Big 07 ceprast 2020 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CrnoHcop, kpaina

Cepesen Tepan'totikc, JIJIC, CIIA [Cerevel Therapeutics, LLC, USA]

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX




Jonatok 35

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

InenTudikamis cyrreBoi
HOTIPaBKU

[TomoBsxeHHs TEpMiHY MPUAATHOCTI JTOCIIIKYBAHOTO JTIKapchKoro 3acoly ImatacepTiO, TabneTKH, BKPUTI
IJTIBKOBOIO 000JioHKOI0, Mo 100 mr Ta mo 200 wmr, ta turane6o mo Imartaceprti®, TabnaeTKH, BKPHUTI
IUTIBKOBOIO 000JI0HKOIO 110 60 MicsiB; OHOBICHI PO3AUIN JTOCKE MOCIIHKYBAHUX JIIKAPCHKUX 3aCO0iIB:
Imaracepti6 (RO5532961) Tabnerku, BKpUTI IUTiBKOBOIO 00010HKO0, TT0 100 Mr ta mo 200 mr (2.1.S.2.2,
21S8.23, 21.S5.24, 21.S5.26, 21532, 21541, 21542, 21.54.3, 2.1.54.4, 21545, 2.1.5.7.1,
2.1.8.7.3; 2.1.P.3.1, 2.1.P.8.1, 2.1.P.8.3), mnane6o no ImatacepriOy TabmeTKH, BKPHUTI IJIIBKOBOIO
obomnonkoro (2.1.P.3.1, 2.1.P.8.1, 2.1.P.8.3), Bepcis Big cepmus 2021 p.

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 296 Bin 11.02.2020
Ne 211 Binm 07.02.2018

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«[loxBiiiHe crmine TUIalEe00-KOHTpOIbOBaHE paHjaomizoBaHe ¢as3u |l mocmimxenHs imaraceptiOy y
KOMOIHaIlii 3 aTe305113yMa0doM Ta MaKIITAKCEIOM B SIKOCTI JIKYBaHHS JJIs MALi€HTIB 3 MiCIIEBOIOUIMPEHUM
HeorepabeTbHUM a00 METacTaTUYHHM, MOTPIHHO-HETAaTHBHUM pakoM MojiouHoi 3aimo3m», CO41101,
Bepcid S Bix 21 rpyans 2020 p.;

«[loxBiiiHe cmine TUIale00-KOHTpOIbOBaHE paHjaomizoBaHe ¢as3u |l mocmimxenHs imaraceptiOy y
KOMOIHaIli 3 MaKITakceloM B SKOCTI JIKYBaHHS JJs TAaLi€HTIB 3 TEHHUMH TOPYLICHHIMHU
PIK3CA/AKTL/PTEN B rpyrmi MiCIeBONOIIUPEHOr0 ad0 METaCTaTUYHOTO, MOTPIHHO-HETAaTUBHOTO PaKy
MOJIOYHOI 3a1o3u abo B rpymni ropmoH-nosutuBHoro, HERZ-HeratuBHOro paxky MoJOYHOI 3a03m»,
C040016, Bepcis 10 (Koropra C) Bin 09 mororo 2021 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MexeHO0 BiAnoBiAaidbHICTIO «Pomr Yipainay

Cnoncop, kpaiHa

®.Xodhdpmann-JIs Pomr JIta, [lseiuapis

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

dapmaneBTHYHOIrO 3a0€e3MeYeHHS

Isan 3AZIBOPHUX




Jonatok 36

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

[TogoBkeHHsT TEpPMiHY MPUIATHOCTI JTOCIIDKYBAHOTO Jiikapchkoro 3acody OSE-127, 50 wmr/mi,
KOHIIGHTPAT JJIs1 po3uuHy [t iH(y3il 10 48 micsauiB npu <-60°C + 24 wmicsimi pu 5 + 3°C. 3aranom 72
Micsi 3 48 micsisamu ripu -60°C Ta 24 micsausamu npu 2-8°C

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2777 Bix 02.12.2020

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PangomizoBane mnozBiliHe ciine pocuipkeHHs |l da3m 3 omiHKKM e(EeKTUBHOCTI Ta OEe3MeYHOCTI
3actocyBanHa OSE-127 B mopiBHsHHI 3 Tuiane00 y MaIi€HTIB 3 aKTUBHUM BHUPA3KOBUM KOJITOM
cepenHboro abo BaKKOTO CTYIMEHS TSHKKOCTi, 3 HEe(EKTHUBHICTIO UM HEMEPEHOCHMICTIO MOIepeaHbOro
nikyBanHs», OSE-127-C201, ocrarouna Bepcis 1.0 Big 15 gepus 2020 p.

3asiBHUK, KpaiHa

TOB «Mb KBECT», Ykpaina

Crnoncop, kpaina

OCE Imynotepanstotikc, CA, @panuis (OSE Immunotherapeutics, SA, France)

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX




Honatox 37
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

301IbIICHHS 3aIUTAHOBAHOI KIIBKOCTI NaIlieHTiB B YKpaini 3 45 10 55 ocid

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 662 Bin 16.03.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Kniniune pocmimkxenns lla/llb  ¢asu  3acrocyBanns mnpenapaty NC-6004 y komOiHarii 3
[TemOponizymMaboM y MAIi€EHTIB 3 PELUIUBYIOUOI0 00 METACTATUYHOIO IIOCKOKIITUHHOK KapIIHHOMOIO
TOJIOBHM Ta IHWi, y SIKAX JIIKyBaHHS TpenaparaMy IJIAaTHHH a00 CXEMOIO 3 3aCTOCYBaHHSM IIperapariB
1atuH BusBMiocs HeedekTuBHuMY, NC-6004-009, Bepcis 6.0 Bix 04 yepBHs 2020 poky

3asiBHUK, KpaiHa

Epromen ITiEnCi, Crionmyuene KoposiBcTBo

CrnoHcop, kpaina

HanoKeppiep Ko, JIta. [NanoCarrier Co, Ltd.], Anonis

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary

(papmaneBTHYHOTrO 3a0€e3MeYeHHSI

IBan 3A/IBOPHUX




Jonatok 38

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

[TonoBxeHHs TEpMiHY TPOBEACHHS KIIIHIYHOTO BUIIPoOyBaHHs 10 31.12.2022 p.

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 915 Bix 08.08.2017

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Bigkpure paHmoMizoBaHe 0araToOICHTPOBE NOCHIKeHHS (asu 3, TpUBATICTIO 12 MICSIIB, 3 OIIHKA
edeKTUBHOCTI Ta Oe3meyHocTi 3actocyBanHs npenapary MOD-4023 oaun pa3 Ha THXKEHb, y MOPIBHSAHHI
3 MOJICHHOIO Teparieto ['enoTponinoM®, y fiTel y mpemyoepTaTHOMY Billi 3 JeilUTOM TOPMOHY POCTY»,
CP-4-006, ITonpaska 2 Big 06 TpaBus 2018

3asiBHUK, KpaiHa

TOB «KILIP Ykpaina»

CrnoHcop, kpaina

OIIKO baiionomxike JIta. (OPKO Biologics Ltd.), I3pains

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3A/IBOPHHUX




Jonatox 39

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

bpomypa nocnigauka JNJ-67484703, penakuis 3, Big 01 nuctomana 2021 poky, aHTIIiHCHKOI0 MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2147 Bix 04.10.2021

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«bararomeHTpoBe, TOJBIHE cIine, IIane00-KOHTPOILOBAHE, PAHIOMI30BaHE JOCTIDKEHHS 3
3aCTOCYBaHHSAM OaraToKpaTHHX J03 3 METOI0 OI[IHKM OE3MEeYHOCTi, MEePeHOCUMOCTI, (hapMaKOKIHETUKH,
¢dapmakonuHamiku Ta edextuBHOCTI npemnapary JNJ-67484703 B yyacHHKIB 3 aKTUBHUM PEBMAaTOiTHHM
apTpUTOM, HE3BaKalO4M Ha Tepamito merorpekcarom», 67484703ARAI1001, Bepcis Big 17 Oepes3ns
2021 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCITJIOPATOPI MEAICIH», Ykpaina

CrnoHcop, kpaina

Succen @apmarnestrika HB, benbris /Janssen Pharmaceutica NV, Belgium

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO0 3a0e3neYeHHS

IBan 3AZIBOPHUX




Honarox 40

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

bpomypa nmocninauka BBT-401-1S, Bepcis 4.0 Big 14 xoBTtHs 2021 p., aHrmiiicbkor0 MoBO0; OCHOBHA
@I3 anrmificekoro MOBOIO [T YKpainu, Bepcis 2.0 Big 02 mucronama 2021 p., mepekiaieHo YKpaiHChKOIO
MoBOIO U1 YKpainu Bix 10 mucronama 2021 p.; OcHoBHa PI3 (Ha mojanbiie CIIOCTEPEIKEHHS 3a BariTHOIO
MapTHEPKOIO 1 JUTHHOIO) aHTJIHChKOI MOBOIO misi Ykpainu, Bepcis 2.0, 02 mumcromama 2021 p.,
MEePEKIIAJIEHO YKPaiHChbKOK MOBOIO Ju1sl YKpainu 10 nmucronana 2021 p.

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1012 Bix 24.05.2021

Ha3ssa xminiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannmomizoBaHe, MojBiiiHE ciine, Mmiane0o-KOHTPOIbOBaHe AociimkeHHs npenapary BBT-401-1S npu
MepopajibHOMY 3aCTOCYBAaHHI y MAIli€EHTIB 13 BUPA3KOBUM KOJIITOM CEPEIHBOTO Ta BaXXKOTO CTYIEHS, 1110
BKJIIOYA€ BIJMOBiAb-aJaNTHUBHY MOABIMHY chiny ¢a3zy mnojoBxkeHoro mikyBaHHs», BBT401-UC-005,
Bepcis 5 Bix 02 cepnust 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 06MesKeHOI0 BifnoBifansHicTIo «JIABKOPIT KJITHIKAJI JEBEJIOIIMEHT YKPATHA»

Crnoncop, kpaina

Bridge Biotherapeutics, Inc., Pecriy6nika Kopes

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX




Jonatok 41
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

JlonanHsT HOBOTO (aJbTEPHATHBHOIO) JIKAPCHKOTO 3acoly, IO BHUKOPUCTOBYETHCS SIK Tperapar
nopiBHSHHS (pekoMeHaoBaHe craHaaptHe JikyBanHa (SoC) y rpymi nopiBasaas): KIMHIAMIIMH-M
150 wmr, xancynu, BupooHuk [IAT "MOH®APM", Ykpaina; BxiroueHHs 101aTKOBOTO MICIsl TPOBEICHHS
KJIIHIYHOTO JOCIIIKEHHS

Ne I1.1.B. BiAIOBIAILHOTO AOCIITHUKA

/0 Ha3Ba micus npoBeieHHs KITIHIYHOTO BUIPOOYBaHHS
1 K.M.H. Bacunpuumun .M.
ToBapucTtBO 3 0OMEKEHOI BignoBiganpHICTIO «lleHTp TpaBmaromorii Ta opTomemii»,
JKYyBaJIbHO-I1arHOCTUYHUI LIEHTP, OpTONei0-TpaBMaTonoriyne BiaaineHus No2, M. YepHiBiii

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 9 Bin 02.01.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PannomizoBaHe BIAKPUTE AOCHIKEHHS 3 aKTMBHUM KOHTPOJEM, IO MPOBOJAUTHCS 3 METOIO OILIHKHU
0e3meyHocTi, nepeHocuMocTi i edekTuBHOCTI adabilMHy A7 BHYTPIIIHBOBEHHOIO / MEpOpabHOTO
3aCTOCYBaHHS MPHU JIIKYBaHHI MAI[i€HTIB 31 cTa)iJOKOKOBUMH iH(DEKIisIMH KicTOK abo cyrino6iBy», Debio
1450-BJI-205, ocrarouna pepakuis 5.0 3 inTerposanoro Ilonpaskoro 2 Big 14 xoBTHS 2020 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITIOBIJIAJIBHICTIO «I1I EC AU-YKPATHA»

CnoHcop, kpaiHa

«Jle6iodapm InTepuemnn CA» [Debiopharm International SA], [lIBefinapis

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Teparmii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




Jonatok 42

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

Bpomrypa gocmigauka st Rozanolixizumab i 06 Bepects 2021 poky

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2777 Bix 02.12.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Bimkpute AOCHiDKEHHS TOAOBXKEHHS Tepamii JUis BUBYCHHS JIOBIOTPUBANOi  O€3MEYHOCTI,
MEePEeHOCUMOCTI Ta e(EeKTHBHOCTI MpemnapaTy pO3aHOJIKCI3yMad y MAaIleHTIB 3 IMEePCUCTYIOUYOo0 abo
XPOHIYHOIO NEPBUHHOIO iIMyHHOIO TpoMOoruTonenieto (ITIT)», TP0004, Bix 21 nmucronana 2019 poky.

3asiBHUK, KpaiHa

TOB «(ITAPEKCEJI Vkpaina»

CrnoHcop, kpaina

KOCibi biodapma EcApEn, benbris / UCB Biopharma SRL, Belgium

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepaabnoro jupekropa Jlupexkropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




Jonartok 43

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

InenTudikamis cyrreBoi 3any4eHHs JOAATKOBUX MICI[b MPOBEJCHHS KIIHIYHOTO BUIPOOYBaHHS
MTOIIPaBKH Ne I1.1.B. BiAIOBIAILHOTO JOCIITHUKA
/0 Ha3Ba micus npoBeieHHs! KIIIHIYHOTO BUIPOOYBaHHS
1 K.M.H. Mopo3 O.M.

JlepxaBHa ycTaHOBa «YKpaiHCHKUH Jep)KaBHUN HAyKOBO-IOCTIAHUN 1HCTUTYT MEIUKO-
colialbHUX TpobieM iHBamigHOCTI MiHicTepcTBa OXOpPOHHM  370pPOB’S  YKpaiHmy,
HEBPOJIOTIYHE BiJIiieHHs, M. J{Himpo

2 k.M.H. HepstHoBa FO.M.

Komynanene HekoMmepuiiiHe mimnmpueMcTBo «Mickka mikapHs Ne 9» 3amopi3pkoi MiChKOi
paau, BiJUTUICHHS HEBPOJIOTii, M. 3amopixKs

3 3aB. Bifg. [Tanacenko 1O.1O.

KomyHansHe HekoMmepliiiHe TiANPUEMCTBO XapKiBCbkoi oOsacHoi paau «O6nacHa KiliHIYHA
JIKapHs», HeBpoJsioriyHe BijiiieHHs Ne 2, M. XapkiB

Howmep ta nata nakazy Ne 1326 Bix 02.07.2021
MO3 1moz10 3aTBEPIKEHHS
KJIIHIYHOT'O BUNTPOOYBaHHS

HazBa kiiH14HOTO «bararonienTpoBe paHaoMizoBaHe MoABIMHO ciine pochimkeHHsa |l ¢as3u, mo npoBoauThCA 3 MeETOIO

BUIIPOOYBaHHS, KOJI, OLIIHKM e(heKTUBHOCTI, Oe3meyHocTi Ta nepeHocumocTi npenapaty IMU-838 y nopiBHsAHHI 3 miane6o npu

Bepcis Ta JaTa JKyBaHHI JOPOCJIUX TAIIEHTIB 13 PEIUINBYIOUUM PO3CISTHIM CKIlepo3oM (Komose mo3HaueHHs: ENSURE-
2)», P3-IMU-838-RMS-02, octatouna pemakiis 1.0 Bix 26 mrotoro 2021 p.

3asBHUK, KpaiHa TOB «BOPJIIBAN I KJITHIKAJI TPAUIC YKP»

CnoHcop, kpaiHa «Immynik AI» [Immunic AG], Himeuunna

CynyTHi —

MaTtepiaiu/mpenapaTu

| CyIyTHBOI Teparii
B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Isan 3A/IBOPHUX




Honatok 44

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S

VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

InenTudikamis cyrreBoi
HOTIPaBKU

OnoBnenuid mpoTokon kiiHigyHOTO BUnpoOyBanHs CX842A2201, Bepcis 2.0 3 mompaskoro 1.0 Bix 19

nurHsg 2021 poky; 3MiHa Ha3BU KIITHIYHOTO BUIIPOOYBaHHS

bYJIO

CTAJIO

PannmomizoBaHe, 3 MOABIMHOIO IMITAIL€l0 Ta 3
aKTUBHUM KOHTpPOJIEM s TiaOopy  J03H,
MO/BiiiHE CIlille JOCHIIKEHHS Yy TAIll€eHTIB 3
pedrokc-e3odaritom crynens C a6o D 3a Jloc-
AHDKENeChbKO0  KiIacudikalieo, a TaKokK Y

MAIlIEHTIB 3 npUHAMHI YaCTKOBUMHU
cumnToMamMu  peduirokc-ezodarity, aine 06e3
3arO€HHS 32 pe3yabTaTOM  EHAOCKOMIYHOTO
JNOCTIKeHHsI  Micls OTPpUMaHHsi HUMH 8-

TH)KHEBOTO KYpCY 3aroloBaJbHOI CTaHIApTHOI
Tepamii iHriGiTopom mnporoHHoi mommu (IITIT),
3aJi1s1 BUBUYEHHS OE3MEYHOCTI Ta MEPEHOCUMOCTI
JKyBaHHS, IIBUAKOCTI 3arol0BaHHs €po3iil micis
3actocyBaHHd X842  abo  jaHcompaszony
IOpOTAroM 4 THXKHIB, a TaKOX XapakTepy 3MiH
CUMITOMIB MPOTSITOM HACTYHMHOTO 4-THKHEBOTO
nepioay JiKyBaHHS JaHCONPa30JI0M

PannmomizoBaHe, 3 MOABIMHOIO IMITAIli€l0 Ta 3
AKTUBHUM KOHTpOJIeM Juis miadopy J03H,
MOJIBiifHE CIIille JIOCHIIKeHHsSI y TAIll€HTIB 3
€PO3UBHHUM e3odaritom, CIIPHUYHUHEHUM
racTpoe3odareaabHO0 PedIIOKCHOIO XBOPOOOIO

('EPX), crymeas C abo D 3a Jloc-
AHDKeNnechbKo0  Kiacudikaiiero, a TakoX Yy
HaIi€HTIB 3 npUHaMHI YaCTKOBUMHU
CUMIITOMaMH €pO3UBHOIO e3odariry,
cnpuunHeHoro ['EPX, ame 06e3 3aroeHHs 3a
pe3yiabTaTOM  €HJOCKOMIYHOIO  JOCIHIKEHHS

MicNss OTPUMaHHS HHUMH 8-THXKHEBOTO KYypCY
3aroloBaJIbHOI CTaHAAPTHOI Teparii 1HriGiTopom
nporoHHoi mnomnu (IIIII), 3agns BuUBYEHHS
0e3MeyHOCTI Ta MEePEeHOCHMOCTI JIIKYBaHHS,
HIBUJIKOCTI 3aror0BaHHS epo3iit Ticast
3acTocyBaHHS X842  abo  naHcompasoily
MpoTAroM 4 THXKHIB, a TaKOX XapakTepy 3MiH
CHUMIITOMIB MPOTATOM HACTYMHOTO 4-THKHEBOTO
nepioy JIKyBaHHS JIAHCONPA30JI0M

Indopmarntis g mamienta 1 @opmu iHpopmoBanux 3roa: IHdopmanis g mamienta 1 @opma
1H(hOpMOBaHOI 3roju Ui y4acTi B KJIIHIYHOMY HayKOBOMY JOCHiKeHH1, Monenb s Ykpainu, Bepcis
2.0 Bim 20 Bepecus 2021 poky, ykpaiHCbKOIO Ta pociiicbkkolo MoBamHu; IHpopmaris i1 Popma
iH(pOpMOBaHOT 3ro/IM IS BariTHOI MapTHEPKH namieHTa, Monens st Ykpaian, Bepcis 2.0 Big 20 BepecHs
2021 poky, yKpaiHCBKOIO Ta pOCIHCHKOI0 MOBaMH
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Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 833 Bix 28.04.2021

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PanomizoBaHe, 3 MOJBIMHOIO IMITAITIEI0 Ta 3 AKTUBHUM KOHTPOJIEM JUIS MiAOOpPY 103U, MOABIIHE Citime
JOCIIJDKEHH y marieHTiB 3 pedimokc-e3odaritom crynens C abo D 3a Jloc-AHIKENIECHKOIO
KIacu(iKaIi€er, a TAKOXK y MAIIEHTIB 3 MPUHANMHI 9YaCTKOBHMH CHMIITOMaMH pediitokc-e3odariry, aie
0e3 3aroeHHs 3a Pe3y/IbTaTOM €HIOCKOMIYHOTO JOCIIHKSHHS MICIIsi OTPUMAaHHS HUMH §-TH)KHEBOTO KypCy
3aroloBaJIbHOI CTaHAAPTHOI Teparii iHridiTopoM nporonnoi nomnu (II111), 3aams BUBYEHHST OE3MEYHOCTI
Ta TMEPEeHOCMMOCTI JIKYBaHHs, IIBHAKOCTI 3arolOBaHHsS €po3ii micis 3acTtocyBaHHs X842 abo
JAHCOTPA30Jly MPOTATOM 4 TIDKHIB, @ TaKOX XapakTepy 3MiH CHMITOMIB HPOTSITOM HAacTYIMHOTO 4-
THKHEBOTO Mepioy JiKyBaHHS JaHconpazonomy», CX842A2201, sepcis 1.0 Bix 03 Bepecust 2020 poky.

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, kpaina

«Cinxiryc @apma Al'y, HIseitmapis/ Cinclus Pharma AG, HIseitmapis

CynyTtHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepansHoro nupekropa Jlupexkropary

(apmManeBTHYHOTO 3a0€e3MeYeHHS

IBan 3AZIBOPHHUX




Jonartok 45
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

OnHoBneHud TpOTOKON KiiHiyHOTO BUNpoOyBanHs CHSI1221, Bepcis 1.6 Bim 27 Bepecus 2021
(anrmiificekoro MoOBOI0); JlucT iH(opmanii mis mamienta ta @opma iHGOpPMOBAaHOI 3rogu Ha Y4acTh y
KIJIIHIYHOMY AociimkeHHl Bepcis 1.2 Bix 27 >xoBTHs 2021 Ha ocHOBI Mmactep-Bepcii 1.7 Bim 22 BepecHs
2021 (yxpaiHCBKOIO Ta pociiicbkoro MoBamu); JlucT iHdopmanii mis manienta ta @opma iHpopMoOBaHOi
3roAM Ha ydacTh Y KIiHiyHOMY aociimkeHH1 (IHrencuBHuii BinGip 3paskiB Ha ®K) Bepcis 1.2 Bin
27 xoBtHs 2021 Ha ocHoBi Mactep-Bepcii 1.7 Bim 22 BepecHs 2021 (yKpaiHCBKOIO Ta POCIHCHKOIO
MoBamH); Iudopmaniitna Opomrypa s maiieHTtiB, natoBana 27 >xoBTHS 2021 (ykpaiHCbkOWO Ta
POCIHCHKOI0 MOBaMH )

Howmep ta nata Hakasy
MO?3 11010 3aTBEPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1849 Bix 11.08.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PannomizoBaHe, 11ane00-KOHTPOJIbOBaHE, MOJBIMHE ciine AociikeHHS 3 (a3u, B TphOX rpynax, 3
METOI0 OILIIHKHM Oe3NeKd Ta e(EeKTUBHOCTI BUKOPUCTAHHS HOBOTO Ipenapary TiAPOKOPTU30HY aleTary,
cynosutopii, 90 Mr, siKi BBOJIATH 3a JIOMOMOTOI0 arulikatopa [yt cyno3utopiie Sephure® oxauH i 1Ba pazu
Ha JIeHb, y NMAIIEHTIB 3 BUPA3KOBUM KOJIITOM IpsiMoi kumkuny», CHS1221, Bepcis 1.5 Big 03 arotoro 2020

3asiBHUK, KpaiHa

TOB «Kpomochapma Ykpaina»

CrnoHcop, kpaina

Cristcot HCA LLC («Kpictkot Eitu-Ci-Eit En-En-Ci»), USA

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3MeYeHHS

IBan 3A/IBOPHUX




Jonatok 46

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

OHOBJIEHUH TPOTOKOJ KJIIHIYHOTO BUIPOOYyBaHHs, Bepcis 2 Big 21 Bepecus 2021 p.; dopma
iHpopmoBaHoi 3roau, Bepcig 2.0 s YkpaiHu yKpaiHCBKOIO Ta pociiicbkoro mMoBamu Bif 01 snmcromana
2021 p. Ha ocHoBi maiictep-Bepcii ¢popmu iHdhopmoBaHoi 3roau s pociimkenas BP42772, Bepcis 2 Bin
07 >xoBTHs 2021 p.

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1326 Bix 02.07.2021

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PannomizoBane, ciine, KOHTPOJILOBAHE aKTUBHUM IPErapaToM A0CHipKeHHs ¢a3u |1, mo npoBoauTses y
TPbOX Tpymnax, 3actocyBaHHs mpenapary RO7121661, PD1-TIM3 G6icneun¢pidHoro asTUTa, Ta
RO7247669, PD1-LAG3 o6icneun¢iyHoro aHTuTiNA, Y TOPIBHSAHHI 3 HIBOJIyMaOOM Yy TMAaIli€HTIB i3
MOLIMPEHOI0 a00 METAaCTaTHYHOO MIOCKOKIIITUHHOIO KaplMHOMOIO cTpaBoxony», BP42772, Bepcis 1 Big
08 rpyans 2020 p.

3asiBHUK, KpaiHa

ToBapucTso 3 0OMexxeHo0 BianoBiAanbHICTIO «Pomt Ykpaina»

CnoHncop, kpaina

®.Xohdpmann-JIs Pomr JIta, [lseinapis

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJ/IBOPHHUX




Honatok 47

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

OnoBnenuii nmporokon pociimxeHHs G1T28-207, sepcis 3.0 Bix 07 mumas 2021 poky, aHTIIHCHKOIO
MoBot0; [Hpopmanilinuii muctok i hopma iHpopmoBaHoi 3romau, Bepcis V3.0UKR(uk)1.0 Big 22 cepmus
2021 poky, nepekiaa ykpaiHcbkor MoBoro Bij 10 sxoBTHS 2021 poky; I[Hdopmaniiinuii 1ucTok i popma
iHdopmoBanoi 3roau, Bepcis V3.0UKR(ru)1.0 Bixg 22 cepras 2021 poky, mepekia; poCiiChbKOK MOBOIO
Bix 10 xoBTHS 2021 poky; Jocke mocmimxyBaHoro jgikapcbkoro 3aco0y Trilaciclib (G1T28), Bepcis 2.0
Bix 11 xoBtHs 2021 poky, aHTIIHCHKOIO MOBOIO; JOCKE MOCIIKYBaHOTO JiKapchkoro 3aco0y Trilaciclib
(G1T28), Pozmin «Jlikapceka peuoBuHa», Bepcig 2.0 Big 11 xoBTHa 2021 poky, aHTIIHCEKOIO MOBOIO;
[Tomoxenns repminy npuaaraocti JI3 1o 42 micsis

Howmep ta nata Hakasy
MO?3 11010 3aTBEPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 422 Bin 10.03.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PRESERVE 1: ®a3a 3, pangoMizoBaHe, MOABIIHE CIIille MOCTIKEHHS TPHJIAUKIIOY y TOPIBHIHHI 3
1anebo y Mali€eHTiB, SKI OTpUMYIOTH Tepamito 13 3actocyBaHHsAM FOLFOXIRI/GeBanusymalby st
JKYBaHHS METaCTaTHYHOTO KOJIOpEKTaIIbHOTO paky», G1T28-207, Bepcist 2.0 Big 11 ciuns 2021 poky

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO 1HBECTHUIIIEIO «AVK’IOBIA PJIC Ykpaina»

CrnoHcop, kpaina

G1 Therapeutics, Inc., United States

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(papmaneBTHYHOTrO 3a0€e3MeYeHHSI

IBan 3A/IBOPHUX



Jonatok 48

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta
3aTBEPKCHHS CYTTEBHX ITOTPABOK)
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

OHoBeHUH MTPOTOKOJ KIIiHIYHOTO fHociipkenus 20170770, Bepcis 9.0 iHKopriopoBaHHUi TOMPABKOIO § Bifl
29 mumas 2021 poky; OcHoBHa (opma iHdopmoBanoi 3roaum, Bepcis YKP 9.0 Bim 21 sxoBTHs
2021 ykpaincpkoro MoBow; OcHoBHa ¢opma iH(popmoBaHoi 3roau, Bepcis YKP 9.0 Bim 21 xoBTHA
2021 pociiicbKOI0 MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2487 Bin 17.12.2019

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PROCLAIM: PannomizoBane, mianed0-KOHTPOJIbOBAaHE, MOJBIMHO ciine AOCiHipKeHHs 3 da3m s
OLIIHKHM POMIIMJIOCTUMY IpPHU JIIKYyBaHHI BUKJIMKAHOI XiMiOTepami€ro TpOMOOLUTOINEHIT y Malli€HTIB, SKUM
MPOBOJATH XIMIOTEpaMiio AJs JIKyBaHHS HEAPIOHOKIITUHHOTO PAKy JIEr€Hb, paKy SIEYHUKIB a0 paky
MOJIOYHOI 3a51031», 20170770, inkopriopoBanuit nonpaskoro 7 BiJ 08 yepBHs 2020 poky

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO 1HBECTHUIIIEIO «AVK’IOBIA PJIC Ykpaina»

CrnoHcop, kpaina

«AmxeH [HK.» (Amgen Inc.), CIIIA

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepaabHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJ/IBOPHHUX




Jonatok 49

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

InenTudikamis cyrreBoi
HOTIPaBKU

OHOBJIEHHH MPOTOKOJ KIIHIYHOTO BHUIIPOOyBaHHS, Bepcis 7 Bim 22 BepecHs 2021 poky aHITIHCHKOIO
MOBOI0; [Ipo/IOBXKEHHS TPHUBAIOCTI KJIIHIYHOTO BHMIPOOYBaHHS B CBITI Ta B YKpaiHi g0 31 rpyaHs
2024 poky; Indopmanis Ta popma 3rou s TOPOCIUX YIaCHUKIB JOCTIKEeHHs, JIOKaibHa Bepcist HoMep
7 nnst Ykpainu yKpaiHChKOIO Ta pOCiChKOI0 MoBaMH, Aata Bepcii 15 nuctomaga 2021 poky - Ha OCHOBI
Macrep Bepcii Homep 9 Bin 27 xoBtHs 2021 poky, Homatky 1 Macrep Bepcii Homep 4 Bix 30 nucromana
2018 poky Ta Jomatky 2 Macrep Bepcii Homep 4 Bix 30 nuctonaga 2018 poky; 3anydeHHs 101aTKOBOT
(bopMH BUITYCKY JOCIIKYBAaHOTO JiKapchkoro 3aco0y Tpemenimymad (Tremelimumab), KoHIIEHTpaAT 1ist
po3unHy i iHQY3iid y ¢makoni 25 mr, BupoOHuku: Vetter Pharma-Fertigung GmbH & Co. KG,
Schiitzenstr. 87 und 99-101, 88212 Ravensburg, Germany; AstraZeneca AB, Sweden BioManufacturing
Center, Byggnad B921, Géartunavégen, Sodertélje, 151 85, Sweden; MedImmune, LLC, One MedIimmune
Way, Gaithersburg, MD 20878, USA; ASTRAZENECA UK LIMITED, Silk Road Business Park,
Macclesfield, SK 10 2NA, United Kingdom; AstraZeneca AB, R & D Gothenburg, Pepparedsleden 1,
Molndal, 431 83, Sweden; AstraZeneca Nijmegen B.V., Lagelandseweg 78, NIJMEGEN, 6545 CG,
Netherlands; Fisher Clinical Services UK Limited, Langhurstwood Road, Horsham, RH12 4QD, United
Kingdom; Fisher Clinical Services Inc., 7554 Schantz Road, Allentown, PA, 18106, United States; Fisher
Clinical Services Singapore, 10 Toh Guan Road #03-11/12, Singapore 608838; Fisher Clinical Services
GmbH, Steinbiihlweg 69, 4123 Allschwil, Switzerland; Almac Clinical Services Limited, Seagoe
Industrial Estate, 9 Charlestown Road, Craigavon, BT63 5PW, United Kingdom; Almac Clinical Services,
4204 Technology Drive, Durham, NC 27704, United States; Catalent CTS (Edinburgh) Limited,
Inchwood Bathgate, West Lothian, EH48 2FY, United Kingdom; Catalent Pharma Solutions, LLC, 10381
Decatur Road, Philadelphia, PA 19114, United States; MapkyBanus ¢aaxony 1,25 mun Tpemenimymat
(Tremelimumab), koHueHTpar ans pozuuHy ans 1HGY31H, 20 mr/mun (25 wmr/dnakon), Bepcis 1.0 Bifg
17 G6epesns 2021 p.; MapkyBanus nakyBanHs 1,25 mn Tpemenimymad (Tremelimumab), koHueHTpaT st
po3unHy 11 1HY31H, 20 Mr/mi (25 mr/¢unakon), Bepeis 1.0 Big 17 6epesns 2021 p.

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1388 Bix 08.11.2017




2 NPOJOBXKEHHS 10/aTKa 49

Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«PannomizoBane, Binkpure, OaratouentpoBe gociimkenus |l ¢asu JJypBanymady ta Tpemenimymady B
SIKOCTI TEPIIOi JiHIl JIKyBaHHS MAIIEHTIB 3 MOMMPEeHUM Tenaronentoisipaum pakom (HIMALAYA)y,
D419CC00002, Bepcis 6 Big 20 ceprast 2019 p.

3asiBHUK, KpaiHa

TOB «ACTPA3SEHEKA YKPAIHA»

CnoHcop, kpaina

AstraZeneca AB, Sweden

CynytHi
MaTepianu/mpenapari
CYNYTHBOI Teparii

B.o. resepanbHoro iupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




Jonarox 50

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
17.12.2021 Ne 2814

Inentudikaris CyrTeBoi
MOTIPaBKH

[Ipotokon kmiHiyHOrO Aociimkendas DLM/F1/19, Bepcis Ne 3 Big 06.10.2021, pociiicbkOO MOBOIO;
30iIbIIeHHS] KIJTBKOCTI 30pOBHX 100poBONBIIB 3 26 m0 30; CHHOICHC 10 TPOTOKONY KJIIHIYHOTO
BunpoOyBanHs DLM/F1/19, Bepcis Ne 3 Big 06.10.2021, ykpaincekoro MoBorw; I[Hdopmariis ans
310poBOTO J10OpoBOJbIT Ta dopma iHPOPMOBAHOI 3roAM 3J0POBOTO JIOOPOBOJNBIL HA Yy4acTh Y
KIiHIYHOMY JociijxenHi, Bepcis 2.1 Bim 12.10.2021, ykpaiHCBKOIO Ta PpOCIHCHKOIO MOBaMH;
IanuBinyanbHa peectpamniiina ¢opma, Bepcis 2.1 Big 20.10.2021, pociiickkoro MOBOO; 3MiHa 3asBHHKA 3
TOB «®apmakci-Ykpainay Ha TOB «®APMAKCI KIIIHIKAJI COJIFOLIH3»; OnoBneHuii 3pa3ok
eTHKETKH 3 iHpopMaliiero mpo npenapat Junriazem+Mermmyparmr+Jlimokain, Bepcis 2.0 Bix 21 KOBTHS
2021 poky, yKpaiHCbKOI MOBOIO

Howmep Ta nata Haka3zy Ne 38 Big 11.01.2020

MO3 mo10 3aTBEPIKEHHS

KJIIHIYHOT'O BUITPOOYBaHHS

Hasga kiiHiuHOTO «Binkpute  nmocmijkeHHs — (GapMaKOKIHETHKH, Oe3meku  Ta  MEPEeHOCHMOCTI  Ipenapary

BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

HNunrtiazem+MetunypamwttJligokain, Ma3p Ui pekTanbHOro 3actocyBaHHs, BUupoOHunrsa TOB «JIKII
«®apmarieBTryHa hadprkay y 310poBux 100poBoibLiBy, DLM/F1/19, Bepcis Ne 2 Bix 25.02.2020

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAITOBIZAJIBHICTIO "®APMAKCI KJITHIKAJI COJIFOIITH3"

CnoHcop, kpaiHa

TOB «/IKII «®apmanieBTiuHa Gadpuka», YKpaina

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepaibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




HonaToxk 51

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKAPCHKHX 3aC00iB Ta

3aTBEPKEHHS CYTTEBUX MOIPABOK
17.12.2021 Ne 2814

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«Effisayil™ 2: BaraToleHTpoBe, paHIOMi30BaHe, y MapajelbHUX TIpylax, MOABiiHe ciine, muianecbo-
KOHTpOJboBaHe jgociipkeHHs 1D ¢asu 3 migbopom 103u ISt OIIHKK €(PEKTHBHOCTI 1 O€3MeYHOCTi
npenapaty Bl 655130 (Creconimal) y mopiBHSHHI 3 TU1a1e00 Jist 3a00iraHHs PeUAMBY T'eHEepali30BaHOTO
nyctynaso3Horo ncopiazy (I'TIIT) y namientiB 3 I'TIIT B anamuesi», ko nocuimkenns 1368-0027, Bepcist 2.0
Bix 29 nunus 2020 poky.

3asiBHUK, KpaiHa

TOB «(ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa

«bepinrep Inrensxaiim PLIB I'm6X eng Ko KI'», ABctpist / Boehringer Ingelheim RCV GmbH & Co KG,
Austria

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

Bl 655130 (Bl 655130; Bl 655130, Cnecomnimab); pozunn s iHdysiit; 60 mr/mi (mimirpam/MiimiTp);
Boehringer Ingelheim Pharma GmbH & Co. KG, Germany / Himeuunna; Boehringer Ingelheim Pharma
GmbH & Co. KG, Germany / Himeuunna; SGS Lab Simon SA, Belgium / Benbris; A&M Stabtest GmbH,
Germany / Himeuunna; Almac Clinical Services Limited, United Kingdom/ BenukoOpuranis; Almac
Clinical Services (Ireland) Limited, Ireland / Ipianmist; Almac Clinical Services, LLC, USA / CIIIA; Fisher
Clinical Services GmbH, Switzerland / [lIsetinapist; Fisher Clinical Services GmbH, Germany / HimeuunHa;
Fisher Clinical Services GmbH, Germany / Himeuuuna,

BI 655130 (BI 655130; BI 655130, Cnecomnima0); po34uH Ui iH’€KI y MONEPeHBO 3allOBHCHOMY
mmpuiti; 150 mr/min (mimirpam/miniaitp); Boehringer Ingelheim Pharma GmbH & Co. KG, Germany /
Himeuunna; SGS Lab Simon SA, Belgium / Bensrist; A&M Stabtest GmbH, Germany / Himeuunna; Almac
Clinical Services Limited, United Kingdom/ Benukoopuranisi; Almac Clinical Services (Ireland) Limited,
Ireland / Ipmanmmis; Almac Clinical Services, LLC, USA / CIIA; Fisher Clinical Services GmbH,
Switzerland / IlIsefinapis; Fisher Clinical Services GmbH, Germany / HimeuunHa,;

iane6o a0 BI 655130 (150mr/mun); po3unH A 1H €KLINA Y oNepeAHbO 3all0BHEHOMY mmpuili; Boehringer
Ingelheim Pharma GmbH & Co. KG, Germany / Himeuunna; Boehringer Ingelheim Pharma GmbH & Co.
KG, Germany / Himeuunna; Almac Clinical Services Limited, United Kingdom/ Benuko6puranisi; Almac
Clinical Services (Ireland) Limited, Ireland / Ipmanais; Almac Clinical Services, LLC, USA / CIIIA; Fisher
Clinical Services GmbH, Switzerland / IlIse#iniapist; Fisher Clinical Services GmbH, Germany / Hime4unna,
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Bianosinanbawmii (1)
JOCTITHHK (1) Ta MicIie
(s1) mpoBeeHHS
BUNIPOOYBaHHs B YKpaiHi

1) n.m.H., po¢. Cremanenko B.1.

KomynanpHe HekoMmepliiiHe mianpueMcTBO «OnekcaHapiBCchka KIiHIUHA JTiKapHs M. KueBa» BHKOHABYOTO
oprany KwuiBcbkoi mickkoi paau (KuiBcbkoi MichKOi JepikaBHOT aJMiHICTpallii), IMIKIpHO-BEHEPOJIOTIUHE
Bigiienns, Hamionanpauii menuuauii yHiBepcuteT iMeHi O.0O. Boromonbis, kadempa mepmarosorii ta
BEHEPOJIOTii 3 KypcoMm KocMmeToorii, M. Kuis

2) n.m.H. Pesnivenxo H.IO.

BiiicekoBuii rocmitans (BifickkoBa yactuHa A3309) BiliCBKOBO-MEIUYHOTO KJIIHIYHOTO IeHTPY CXiIHOTO
perioHy, TepaneBTHYHE BiJJIUICHHS (3 MajaTaMu Uil HEBPOJIOTIYHHUX Ta JIEPMATOBEHEPOJIOTIYHUX XBOPHX),
M. 3anopixKs

3) nikap Hopuenko JI.A.

KomyHanpHe HEKOMepIIiiHEe MiAIPUEMCTBO «XEepCOHChKa MiChbKa KiIiHIUHA JiKapHs iMeHi Adanacis 1 Onbru
Tpomianx» XepcoHChKOI MiCBKOT pajid, JIIKYBAIbHO-KOHCYJIbTaTHBHA notikiiHika Nel, M. XepcoH

[Ipenapatu nopiBHAHHA,
BUpPOOHUK Ta KpaiHa

CynyTtHi
MaTepianu/mpenaparu
CYNyTHBOI Teparii

— /=

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




