Jonatok 1

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPUKECHHS CYTTEBUX MOMPABOK Ta
BHECECHHS 3MiHU J10 nonaTtka Ne 9 10 Hakazy
MinicTepcTBa OXOpPOHU 310pOB’ sl YKpaiHu
Bix 15 Gepesns 2021 poky Ne 455y
23.06.2021 Ne 1265

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«[ToxBiitHe crine paHAOMI30BaHE IUTANE00-KOHTPOIHOBAHE OAraTOIICHTPOBE JOCIIKEHHS BOPTIOKCETHHY
JUTsE TPO(ITaKTUKY PEeIUANBIB BEIMKOTO JISIPECUBHOIO PO3Jaay B MeIlaTPUUHUX MAIIEHTIB BIKOM BiA 7 10
11 poxkiBy, kox nocaimkenus 13546A, sepcis 1.0 Big 07 ciuns 2021 p.

3asiBHUK, KpaiHa

TOB «KuiniuHi nociipkeHHss ANKOH», YKpaiHa

CrnioHcop, kpaina

X. Jlynnoex A/C, Denmark

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

Boptiokcetun / VORTIOXETINE (Lu AA21004; Bopriokcetnn /| VORTIOXETINE); inkamncynboBaHa
tabjeTKa, BKpUTa IUTiBKOBOIO obosonkoro; 20 mr; H. Lundbeck A/S, Manis; Almac Clinical Services
Limited, UK;

[Tnare6o n0 Bopriokcetnn / VORTIOXETINE, kancyna; H. Lundbeck A/S, Hanis; Almac Clinical
Services Limited, UK;

Boptiokcetun / VORTIOXETINE (Lu AA21004; Boptiokcerun / VORTIOXETINE); inkamncynboBaHa
TabseTka, BKpUTa TUIiBKOBOIO obomonkoro; 10 mr (mimirpam); H. Lundbeck A/S, awuis; Almac Clinical
Services Limited, UK;

[Tnanie6o mo Bopriokcetnn / VORTIOXETINE, kamcyma; H. Lundbeck A/S, Hawuis; Almac Clinical
Services Limited, UK;

Boptiokcetun / VORTIOXETINE (Lu AA21004; sopriokcetud / VORTIOXETINE); inkarncynboBaHa
Ta0JeTka, BKpUTa IUTIBKOBOKO 0o0OosoHkoro; 15 mr (mimirpam); H. Lundbeck A/S, Jawnis; Almac Clinical
Services Limited, UK;

[Tnarie6o 10 Bopriokcetnn / VORTIOXETINE, kamncyna; H. Lundbeck A/S, Hanis; Almac Clinical
Services Limited, UK;

Boptiokcerun / VORTIOXETINE (Lu AA21004; Boptiokcetun / VORTIOXETINE); inkamncynboBaHa
TabJieTKa, BKpHUTA IUIIBKOBOIO o0OosioHKow; 5 mr (mimirpam); H. Lundbeck A/S, Hdawuist; Almac Clinical
Services Limited, UK;

[Tnanie6o 1o Bopriokcernn / VORTIOXETINE, inkancynpoBana TabsieTKa, BKPHTA ITIBKOBOIO 000JIOHKOKO;
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H. Lundbeck A/S, Hdanis; Almac Clinical Services Limited, UK;

Bopriokcerun / VORTIOXETINE (Lu AA21004; Bopriokcetnn / VORTIOXETINE); tabnerka, BKpuTa
IiBKOBOIO 06osoHkor0; 20 mr (mimirpamu); H. Lundbeck A/S, Hanis; Almac Clinical Services Limited,
UK;

Bopriokcerun / VORTIOXETINE (Lu AA21004; Bopriokcetrn / VORTIOXETINE); tabnerka, BKpuTa
1iBKOBOIO 000s0HKO010; 10 Mr (minirpam); H. Lundbeck A/S, Hanist; Almac Clinical Services Limited, UK;
Bopriokcerun / VORTIOXETINE (Lu AA21004; Bopriokcetrn / VORTIOXETINE); tabnerka, BKpuTa
IUTIBKOBOIO 000J10HKO010; 15 Mr (minirpam); H. Lundbeck A/S, Hanist; Almac Clinical Services Limited, UK;
Bopriokcerun / VORTIOXETINE (Lu AA21004; Bopriokcetnn / VORTIOXETINE); tabnerka, BKkpuTa
IUTIBKOBOIO 000510HKOI0; 5 Mr (minirpam); H. Lundbeck A/S, danis; Almac Clinical Services Limited, UK

Bianosinanbawmii (i)
JOCTITHHK (M) Ta MicIle
(s1) mpoBeeHHS
BUTNIPOOYBaHHs B YKpaiHi

1) n.m.H. Menbhuk E.B.

KomyHanpHe HeKoMepIliiiHe mianpueMcTBO «OneChbKUi 00JIACHUN MEIUIHHUI EHTP MCUXIYHOTO 3I0POB'SD)
Onecwkoi 001acHOi paauy», BigaiaeHH Ne9 (quTsue), M. Oneca

2) n.m.H. CkpunHikoB A. M.

Komynanene mianpuemcrBo «OOsacHuil 3akiaj 3 HajaHHS mncuxiarpuuHoi pomomoru IlonTaBcbkoi
obmacHoi paamy», BimmineHHs 9 (mimmiTkoBe aUTAYE), YKpaiHChKa MEAMYHA CTOMATOJIOTIYHA aKaJeMis,
kadeapa neuxiarpii, HApKoJIOTrii Ta MeaU4HOi rcuxosnorii, M. [TonTaBa

[IpenapaTi mopiBHAHHS,
BUPOOHMK Ta KpaiHa

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

— /=

B.o. renepasnbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3neYCHHS Isan 3AZIBOPHUX




JonaTtox 2
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ S
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CyTTEBUX MOMPABOK Ta
BHECEHHS 3MiHHU 10 AonaTtka Ne 9 mo Hakazy
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Big 15 Gepesnst 2021 poky Ne 455»
23.06.2021 Ne 1265

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«PannomizoBaHe, nojBiiiHe crine, mianedo-koHTpoaboBaHe nociuimxenss |l dha3u B mapanensHux rpymax
JUTS OLIHKH e()eKTUBHOCTI Ta Oe3mevHocTi 3actocyBanHs npenapary Bl 425809 onun pa3 Ha 100y npoTsirom
26-TIKHEBOTO Tiepioay JikyBaHHs B mamieHTiB 3 mu3odpeniero (CONNEX-2)», kox mocmimkenus 1346-
0012, Bepcis 1.0 Bix 16 rpyanst 2020 poky.

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, kpaina

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

[lepenix mocmimKyBaHUX
JKapChKHX 3ac001B
Jikapcbka ¢popmMma,
T03yBaHHS, BUPOOHUK,
KpaiHa

Bl 425809 (Bl 425809; Bl 425809); Tabierku, BKPHUTI IUIIBKOBOIO 000j0HKOI; 10 Mr (Mmimirpam);
Boehringer Ingelheim Pharma GmbH & Co. KG, Germany / Himeuuunna; Almac Clinical Services (Ireland)
Limited, Ireland / Ipmannist; Almac Clinical Services Limited, United Kingdom / Benuka bputanis; Almac
Clinical Services, LLC, USA / CIIA; Fisher Clinical Services GmbH, Switzerland / lIgeiinapisi; Labor LS
SE & Co. KG, Germany / Himeuunna; Fisher Clinical Services GmbH, Germany / Himeuuunna,;

[Tnane6o mo BI 425809 ( mnamne6o mo BI 425809); TabneTku, BKpUTI TUTIBKOBOIO 000JIOHKOIO; MaHHITOI;
[emronoza Mmikpokpuctaniuaa; CteapaTt marHis; CyMil Ajs IUTIBKOBOTO MOKPUTTS, pokeBa; Boga ouniiena;
Boehringer Ingelheim Pharma GmbH & Co. KG, Germany / Himeuunna; Almac Clinical Services (Ireland)
Limited, Ireland / Ipnangis; Almac Clinical Services Limited, United Kingdom / Benuka bpuranis;
Rottendorf Pharma GmbH, Germany / Himeuunna; Almac Clinical Services, LLC, USA / CIIIA; Labor LS
SE & Co. KG, Germany / Himeuunna;

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

1) k.m.H. [IenucoB €.M.

KomynansHe HekomepuiiiHe mignpueMcTBo «OO0jacHa KIiHIYHA NcuxiaTpuyHa JikapHs KipoBorpaacekoi
o0acHoi pau», ICUXOHEBPOJIOTIYHE JUCIIaHCepHe BiaaineHHs, cMT. Hose, M. KponuBHuiskuit

2) n.M.H., ipod. ITinkopuros B.C.

Jlep:xaBHa yctaHoBa «IHCTUTYT HeBpoJoOrii, mcuxiaTpii Ta Hapkosorii HamioHanpHOI akageMii MeTUYHUX
HayK YKpaiHwu», BIIIUT KITHIYHOT, COIIaTbHOT Ta AUTIYO0I rcuxiaTpii, M. XapkiB

3) 3aB. Bia. Biteochka T.B.
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KomynaneHe HekomepuiiiHe mignpueMcTtBo «KuiBcbka MicbKa TIICUXOHEBPOJOriyHA JKapHS Ne2y
BukonaBuoro oprany KwuiBcekoi Mickkoi paau (KuiBcbkoi MichKOI JepkaBHOI —aaMiHICTparlii),
KOHCYJIbTaTHUBHE BiJIieHHs, M. Kui

4) x.m.H. 3akanb K.1O.

KomyHnansHe HekoMmepiliiiHe mianpueMcTBO JIbBIBCbKOT oOjacHOi pamu «JIbBiBCchka oOnacHa KiIiHIYHA
NICUXiaTpuUvHA JiKapHs», BigauieHHs No20, M. JIbBiB

5) ren. nupekrop Bomomnyk A.€.

KomyHanpHe HeKOoMepIliiiHe mianprueMcTBO «OneChbKUi 00JIACHUN MEIUIHHUIN EHTP MCUXIYHOTO 3I0POB'SD)
Onecwkoi o0acHoi paau, BigaiieHas No2, m. Oneca

[Ipenapatu mopiBHSHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepiaiau/mpenaparu
CYIYTHBOI Tepartii

— /=

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYCHHS Isan 3AZIBOPHUX




JonaTox 3

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHHU 10 AonaTtka Ne 9 mo Hakazy
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Big 15 Gepesnst 2021 poky Ne 455»
23.06.2021 Ne 1265

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

«docmimkenns ¢a3um 2 3 BUBUCHHS eQeKTUBHOCTI Ta Oesmeunocti Tucnenizymady (BGB-A317),
MOHOKJIOHaJIbHOTO aHTuTina no PD-1, y moemnanni 3 mpenmapatom BGB-A1217, MOHOKIOHaTBHHM
aututiiom 10 TIGIT, abo 6e3 HHOrO B MAIIEHTOK 3 PEUUIUBYIOUMM a00 METACTAaTUYHUM PAKOM IIMHKHU
MaTKH, SIKi paHillle OTPUMYBAJIH JIIKYBaHHS 3 NPUBOAY JAAHOTO 3aXBOPIOBAaHHS», KOJ AociimkenHs BGB-
A317-A1217-202, Bepcis 0.0 Bix 04 Bepecus 2020 poky

3asiBHUK, KpaiHa

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

CrnoHcop, kpaina

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

[lepenik 1ocaiaKyBaHUX
JIKapChKUX 3aCc001B
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

Tucnenizymab (Tislelizumab) (BGB-A317; TUCJIEJIIBYMAB (TISLELIZUMAB); koHueHTpar s
po3unny aust iHgy3ii; 10 mimirpam/mininitp (mr/mon); Boehringer Ingelheim Biopharmaceuticals (China)
Ltd., Kuraii; Boehringer Ingelheim Biopharmaceuticals (China) Ltd., Kurait; Kindos Pharmaceuticals Co.,
Ltd., Kurait; BeiGene (Suzhou) Co., Ltd., Kurait; SGS-CSTC Standards Technical Services (Shanghai) Co.,
Ltd., Kuraii; Catalent (Shanghai) Clinical Trial Supplies, Co., Ltd., Kuraii; Catalent Pharmaceutical
Technology (Shanghai) Co., Ltd., Kuraii; Catalent Germany Schorndorf GmbH, Himeuunna; Fisher Clinical
Services GmbH, Himeuunna; Fisher Clinical Services GmbH, Mlseiinapis; Fisher Clinical Services
(Beijing) Co., Ltd., Kuraii; Fisher Clinical Services Inc., CILIA; Fisher Clinical Services (Suzhou) Co., Ltd.,
Kuraii;

BGB-A1217 (Ouumnepiimad (Ociperlimab)); konuenTpat ans pozuuny st iHQy3ii; 20 Mimirpam/mMiuTimiTp;
Kindos Pharmaceuticals Co., Ltd., Kuraii; BeiGene (Suzhou) Co., Ltd., Kuraii; SGS-CSTC Standards
Technical Services (Shanghai) Co., Ltd., Kuraii; Catalent (Shanghai) Clinical Trial Supplies, Co., Ltd.,
China; Catalent Pharmaceutical Technology (Shanghai) Co., Ltd., Kuraii; Catalent Germany Schorndorf
GmbH, Himeuuuna; Fisher Clinical Services GmbH, Himewunna; Fisher Clinical Services GmbH,
[Isetinapis; Fisher Clinical Services (Beijing) Co., Ltd., Kuraii; Fisher Clinical Services Inc., CILIA; Fisher
Clinical Services (Suzhou) Co., Ltd., Kuraii;
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Bianosinanbawmii (1)
JOCTITHHK (1) Ta MicIie
(s1) mpoBeeHHS
BUNIPOOYBaHHs B YKpaiHi

1) n.m.H., npod. Konecnik O.I1.

Menuunuii nentp ToBapucTBa 3 OOMEKEHOIO BiAMOBiNANBHICTIO «OHKOMAM(», BIATIICHHS IECHHOTO
CTaIioHapy, M. 3armopixoKs

2) n.m.H., ipod. Kpmxkaniscrka A.€.

KomynansHe Hexomepiiiine mianpueMcTtBo «lIpukapnaTchbkuii KIIIHIYHUKA OHKOJIOTIYHMM LEHTp IBaHO-
@®paHkiBChbKOT 007aCHOI paam», OHKOTIHEKOJIOTiduHe BiaaiicHHs, [BaHO-DpaHKIBCHKUN HaIllOHATBHUN
MEIUYHUH yHIBEpCHUTET, Kadeapa oHKoJIorii, M. [BaHO-DpaHKIBChK

[Ipenapatu mopiBHSHHS,
BUPOOHUK Ta KpaiHa

CynyTtHi
Marepiaiau/mpenaparu
CYNYTHBOI Tepamii

1) JTabopaTopHi Habopw;
2) CynyTHi MaTepianu;

3) JpyxoBani maTepianu.

B.o. renepasibnoro aupexkropa /lupekropary
(apmManeBTHYHOrO 3a0e3MeYeHHS

Isan 3AZIBOPHUX



Jonartox 4
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CyTTEBUX MOMPABOK Ta
BHECEHHS 3MiHHU 10 AonaTtka Ne 9 mo Hakazy
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Big 15 Gepesnst 2021 poky Ne 455»
23.06.2021 Ne 1265

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

«PannomizoBane, Mo/BiitHe ciine, M1aned0-KOHTPOIbOBAHE AOCIIKEHHS JUIsl OI[IHKY BIUIMBY IyHiTymMaly
Ha 3alajieHHs TUXaJIbHUX IUIIXIB 4Yepe3 OLIHKY (YHKIT JIereHb, 3aKyMOpIOBaHHA CIHM3y Ta IHIINX
napaMmeTpiB Bi3yalli3allii JereHb y Mali€HTiB 3 acTMOIO», Koa aociimkeHHs LPS15834, 3 mompaskoro 02,
Bepceis | Bix 15 Gepesns 2021p.

3asiBHUK, KpaiHa

TOB «Canogi-ABenric Ykpaina»

CrnoHcop, kpaiHa

Sanofi-aventis groupe, France (Canodi-aBenric rpymn, ®paniris)

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

Hymninymad (SAR231893; REGN668; Dupilumab, REGN668); Po3unn ans in’exkuiii (mo 300 mr y
NoTepeIHh0 HanmoBHeHUX mmpunax o6’emom 2 mi); 150 mr/mur; SANOFI-AVENTIS RECHERCHE &
DEVELOPPEMENT (inmra na3a — Sanofi-Aventis Recherche & Developpement), France; Sanofi-Aventis
Private Co. Ltd., Budapest Logistics and Distribution Platform (inma wassa — Sanofi-aventis Private Co.
Ltd., Budapest Logistics and Distribution Center; Sanofi Aventis Private Co. Ltd., Budapest Logistics and
Distribution Center), Hungary; Sanofi US Services Inc., USA; Regeneron Pharmaceuticals, Inc., USA;
Nelson Laboratories, Inc., USA; Nitto Avecia Pharma Services, USA; Fisher Clinical Services (iHiia Ha3Ba
- Fisher Clinical Services Inc.), USA; Catalent Indiana LLC (inma na3sa — Cook Pharmica LLC), USA;
Creapharm Inc., USA; Eurofins Lancaster Laboratories, Inc., USA; Almac Clinical Services Limited (inma
Ha3Ba - Almac Clinical Services Ltd.; Almac Clinical Services), United Kingdom; Creapharm Clinical
Supplies (inma Hazsa — CREAPHARM), France; Sanofi Winthrop Industrie, France; Sanofi-Aventis
Deutschland GmbH, Germany; Regeneron Ireland Designated Activity Company (DAC) (iHma Ha3Ba —
Regeneron Ireland Designated Activity Company), Ireland; PPD Development Ireland Ltd., Ireland;
Eurofins BioPharma Product Testing Munich GmbH, Germany; Eurofins Biopharma Product Testing
Ireland Limited, Ireland;

[Tnane6o mo Hymimymaly (Dupilumab, REGN668, SAR231893; 150 mr/mn); Po3umn mnsa iH’ekmid y
nonepeanbo HanmoBHeHux mmpunax; SANOFI-AVENTIS RECHERCHE & DEVELOPPEMENT (inma
Ha3Ba — Sanofi-Aventis Recherche & Developpement), France; Sanofi-Aventis Private Co. Ltd., Budapest
Logistics and Distribution Platform (inmra na3zsa — Sanofi-aventis Private Co. Ltd., Budapest Logistics and
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Distribution Center; Sanofi Aventis Private Co. Ltd., Budapest Logistics and Distribution Center), Hungary;
Sanofi US Services Inc., USA; Regeneron Pharmaceuticals, Inc., USA; Nelson Laboratories, Inc., USA,
Fisher Clinical Services (inmra nassa - Fisher Clinical Services Inc.), USA; Catalent Indiana LLC (iura
Ha3zBa — Cook Pharmica LLC), USA; Creapharm Inc., USA; Almac Clinical Services Limited (inmra Ha3sa -
Almac Clinical Services Ltd.; Almac Clinical Services), United Kingdom; Creapharm Clinical Supplies
(inma Hazea — CREAPHARM), France; Sanofi Winthrop Industrie, France; PPD Development Ireland Ltd.,

Ireland;
Bianosinanbawmii (i) 1) k.m.H. briaxxko B.1.
JOCIITHUK (H) Ta MicIe Komynanene Hexkomepiiiiine minnpueMcTBo «Micbka KiniHiuHa jikapHs Nel3» XapkiBchkoi MichKoi panw,
(s1) mpoBeaCHHS MyJIbMOHOJIOTTUHE BijineHHs Ne2, m. XapkiB

BUTNIPOoOyBaHHs B YKpaini | 2) k.M.H. JloOpsucekuii /1.B.

MenuyHuii LIEHTp TOBapHcTBAa 3 OOMEXKEHOI BIANMOBigaIbHICTIO «MenuuHa KiiHika «bmaromeny,
JKyBaJIbHO-T1arHOCTHYHHUH MiApo3aia, M. Kuis

3) k.M.H. Hopeiiko B.A.

JlixyBanbHo-miarnoctuunuii nentp «XEJICI EHJI XEIIl» ToBapucTBa 3 OOMEXKEHOIO BiAMOBITAIBHICTIO
«XEJICI EH/J] XEIIl», Meanunuit KIiHIYHUN TOCTITHUIBKAN IIEHTP, BIAILT MyJIbMOHOJOTIT 1 ajJeproorii,
M. KuiB

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

KomyHaneHe HekoMmepuiiiHe mnianpuemMctBo «IBaHo-®dpaHKIBCbKHII 00gacHUM (TU310MYIBMOHONOTTYHUN
neHTp IBano-@paHKiBChKOI 00JacHOT paan», LEHTpP JEreHEeBUX 3aXBOPIOBAHb, BIAMIICHHS MyIbMOHOJOTIT
Ne2, IBano-®paHKIBCbKUI HAI[IOHAJTBHUI MEAMYHUN YHIBEpCUTET, Kadenpa GTuziarpii 1 MyJIbMOHOJIOTI 3
KypcoM npodeciitHux xBopo0, M. IBano-dpaHKiBChK

5) 3aB. Big. Cmonstauit O.11.

KomyHnaneHe HexoMmepuiiiHe mianpueMcTBo «Opecbka obiacHa KiiHIYHa JikapHs» Onecbkoi o06sacHOi
paany, MyJIbMOHOJIOTIYHE BigaiieHHs, M. Oxeca

[Ipenapatu mopiBHSHHA, | —
BUPOOHUK Ta KpaiHa
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CynytHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

criporpadwu;

- NIOX mpuctpofi;

- OCHUJIOMETPH;

- Fridge Tag Tepmomeptu;

- HOyTOYKH;

- KMIIICHBKOBI CIIPOMETPH;

- npunaau (paHTOM) JUTSI OIIHKY Ta CTaHAApTU3AIlil TPOTOKOJIIB CKAaHYBaHHS

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

IBan 3AZIBOPHHUX



JonaTok 5
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHHU 10 AonaTtka Ne 9 mo Hakazy
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Big 15 Gepesnst 2021 poky Ne 455»
23.06.2021 Ne 1265

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

«[lonBiitHe ciire, paHIOMI30BaHe, IJIANE00-KOHTPOIbOBAHE, 0AaraTolEeHTPOBE KIIiHIYHE JTOCTIKeHHS (a3u
Ila 3 ominku edekTHBHOCTI Ta Oe3meyHOCTI ¢enp3apraMady Ha OCHOBI JIOAChKHX aHTUTIIT A0 CD38 y
nikyBauHi IgA-medponatii — IGNAZ», xox nocmimkxenns MOR202C206, sepcis 1.0 Bixg 23 nucronana
2020 poky

3asBHUK, KpaiHa

ToBapuctBo 3 OOmexeHoro BianopiganbricTioO «KoHTpakTHO-Jlochigauipka Opranizamis IaHO(GapM-
Ykpaina»

Cnoncop, kpaiHa

MopdoCuc Al', Himeuunna / MorphoSys AG, Germany

[lepenix mocmimKyBaHUX
JKapChKHX 3ac001B
Jikapcbka ¢popmMma,
T03yBaHHS, BUPOOHUK,
KpaiHa

Felzartamab, ®enp3apramad, Denszapramad, MOR202 (MOR202; Felzartamab, ®enn3apramad,
den3apraMal); TOPOLIOK JUIsi KOHIIEHTPATY MUl po3dnHy [uist iH(y3iH, ¢uakoH i3 325 Mr ¢enb3apramady;
Fisher Clinical Services GmbH, Germany; Fisher Clinical Services GmbH, Switzerland; Patheon Italia
S.P.A, Italy; Patheon Biologics B.V., Netherlands; A&M Stabtest Labor fiir Analytik und Stabilitatspriifung
GmbH, Germany; Charles River Laboratories Germany GmbH, Germany;

[Tnane6o no Penvzapramady (Hartpito xsopua); po3umH ans iHQy3id, mo 250 mn y KoHTeiiHepax
nosiMepHuX; (1 M1 po3unHy MicTuTh HaTpiro xjaopuay 9,0 mr); TOB «tOpis-®@apm», Ykpaina

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

1) n.m.H., npod. Konecauk M.O.

HepxaBHa yctanoBa «IHcTuTyT Hedposorii HamionansHo1 akagemii MEIUYHUX HayK Y KpaiHu», BIIIIICHHS
Hedpouorii, nianizy Ta IT 3a6e3nedenns, M. Kuis

2) 3aB. Bia. Konomiituyk H.O.

KomyHaneHe HekomepliiiHe mianpueMcTBo «KHUIBChKMI MiChKMH ILIEHTp Hedposorii Ta miamizy»
BHUKOHaBYoro oprany KuiBcbkoi michkoi paau (KuiBchkoi MiCbKOT JepKaBHOI aaMiHICTpallii), BIIIIICHHS
rocroiTansHOi Hedpoorii Ta aianizy Ne2, m. Kuis

3) 3aB. Big. Kopueena C.I1.

KomyHaneHe HeKOMepIIiiiHe MiAIpueEMCTBO «3amnopizbka objJacHa KIiHIYHA JIIKapHs» 3arnopi3bkoi 00acHoi
paau, BiTUICHHS] HEPPOJIOTii Ta Aiami3y, M. 3aOpIKIKS
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[Ipenapatu nopiBHSHHA, | —
BUpPOOHUK Ta KpaiHa

CynytHi - 1abopaTopHi Habopu
MaTepianu/mpenaparu - TECTH JIJIsl BUBHAYCHHS BariTHOCTI
CYIYTHBOI Tepamii - KOHTeHHepH 1151 300py cedi

- TECT-CMYKKH JUISI aHAITI3Y cedi
- MAKETH Ha IpenapaT JOCTiDKSHHS U1 3iCHEHHS pSKUMY 3aciiicHHs (Cover bags)

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




JonaTox 6

10 HaKa3zy MiHicTepcTBa OXOPOHHU 37I0POB’ S
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CyTTEBUX MOMPABOK Ta
BHECEHHS 3MiHHU 10 AonaTtka Ne 9 mo Hakazy
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Big 15 Gepesnst 2021 poky Ne 455»
23.06.2021 Ne 1265

Ha3ssa xiiniuyHoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

PannomizoBane Binkpute nocmimkenHs Il ¢asu 3acrocyBanns mnpemnapary kocubenimad (CK 301) y
MOEAHAHHI 3 XIMIOTEpaIier0 MEeMETPEKCeOM Ta IMpernaparoM IUIATHHU y SIKOCTI Tepamii mepmioi JiHii y
MaIi€HTIB 13 METaCTaTUYHUM HEIUIOCKOKJIITHHHUM HEIPIOHOKIITUHHUM PAaKOM JIETEHI, KOJ JOCIiIKCHHS
CK-301-301, Bepcis 1.0 Big 12 ciuns 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeKeHO0 BianmoBiganbHicTIO «OCT VKPAIHA»

CrnioHcop, kpaina

Yekmnoitat Tepan’torike, [nk., CIIIA (Checkpoint Therapeutics, Inc., USA)

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

Kocub6enimad (CK-301), cosibelimab (CK-301; 2216751-26-5); ctepuiibHuiA PO34XH IS BHYTPIIIIHEOBEHHOT
in¢ysii; 60 mr/mi; Patheon Manufacturing Services LLC, United States (CLIA);

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

1) a.m.H., npod. bornapenko [.M.

KomyHnaneHe HexoMepuiiiHe mignpuemMctBo «Michka KiiHiuHA JikapHs Nedy JIHIMPOBCHKOI MICBKOI pajau,
XIMiOTepaneBTUYHE BIJUICHHS 3 IEHHUM CTallioHapoM, M. J{Himpo

2) n.M.H., ipod. Jynuigenko O.C.

HepxxaBHa yctaHoBa «lHCTUTYT 3aranpHOI Ta HeBiakiIamHOoi Xipyprii imeni B.T. 3aiineBa Hamionanbnoi
akajgemii MeAMYHUX HayK YKpaiHWy», BIAMITICHHS THIHHOT Xipyprii Ha 25 NXKOK 3 MajaTol 1HTEHCHUBHOT
Teparii Ha 6 T XKOK, XapKiBChKa MEIUYHA aKaJAeMisl MICISIUIIIIOMHOI OCBITH, KadeIpa OHKOJIOTIT Ta AUTII01
OHKOJIOT1i, M. XapkiB

3) nikap Kypoukin A.B.

KomyHnanene HexomepuiiiHe mignpuemMctBo Cymcbkoi obnacHoi pagu CyMcbkuii OOJAacCHMN KITIHIYHUNA
OHKOJIOTIYHUI McnaHcep, OHKOTOpakaibHe BifauieHHs, M. Cymu

4) n.m.H., ipod. Cyxina O.M.

HepxaBHa ycraHoBa «lHcTUTYT MemmuHOi pasmionorii Ta onkojorii iM. C.II. I'purop’eBa HarionanpHOl
akajemii MeIMYHUX HayK YKpaiHw», BUIIIJICHHS KIIHIYHOT OHKOJIOTI] Ta TeMaToiorii, M. XapKiB
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5) k.m.H. Hedpda M.IO.

KomyHanpHe HEKOMEpIIiifHEe MiIMPHEMCTBO XapKiBChKOi obOmacHOi pagn «OOmacHUN — KITIHIYHUT
CIIeliali30BaHUi JUCIIAHCEp PaAialifHOTO 3aXUCTy HACEJIEHHs», XIpypriyHe BiAIJIEHHS 3 OHKOJOTIYHUMU
JKKaMHu, M. XapKiB

6) k.M.H. Onapuenko C.I1.

ToBapucTBO 3 00MEXKEHOIO BiANOBiAaNbHICTIO «Menuunuili nentp imeni akagemika lOpis IIpoxomoBuya
CnixeHkay, BiAUJICHHs: oHKoxiMioTepanii, c. KamitaniBka, KueBo-CBstommHcbkuii p-H, KuiBcbka 001,

7) k.Mm.H. bomox J1.b.

KomynansHe HekomepuiiiHe mianpueMcTBo «Ilominbcbkuil perioHanbHUN LEHTP OHKOJIOTil BiHHUIBKOT
00JacHOI painy, XiMiOTepaneBTUIHE BiUICHHS, M. BIHHUIISA

8) n.m.H. Komecnik O.I1.

ToBapHcTBO 3 0OMEKECHOIO BiANOBIAaNBbHICTIO «OHKONMAH (DY, METUYHAN HEHTP, M. 3aOPIKKS

[Ipenapatu nopiBHAHHA,
BUpPOOHUK Ta KpaiHa

Pemetrexed Alvogen 500 mr, pemetrexed, memerpekcen (357166-30-4, 137281-23-3; pemetrexed disodium
hemipentahydrate); mioginizar s NpUroTyBaHHS PO3YMHY Ul BHYTPIIIHBOBEHHOI iHQY3ii; 25 mr/mi;
Synthon, s.r.0., Czech Republic (Uecbka Pecniy6uika);

Ribocarbo®-L 450 wmr, carboplatin, kap6omnarun y daakoni 45 mu (41575-94-4; kapOormiaTuH,
carboplatin); crepunbpHuMit po3unH I BHYTpilIHbOBeHHOI iH(Y3il; 10 mr/mm; Thymoorgan Pharmazie
GmbH, Germany (HimeuunHa);

CISPLATIN ACCORD (CISPLATINE ACCORD), cisplatin, mucrutatus y daakoni 50 mu (I[MCIUIaTHH,
cisplatin); crepunbHuii po3unH A BHYTpimHbOBeHHOT iH(DY3il; 1 Mr/mi; INTAS PHARMACEUTICALS
LIMITED, India (Tauis);

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

JlabGopaTtopHi Habopu aist hapMakokiHeTUKH 115t ipenapary Kocubemimab

JlaGopatopHi Habopu A papMaKOKIHETUKHU AJIs IEMEeTpeKcea, KapOoIaTUHY, UCTIIIATUHY
JlaGopaTtopHni HabopH AJist TPOTOYHOT IUTOMETPIT

JlaGopatopHi Habopu AT TOCIIIKEHHS IMyHOT€HHOCT1

JlaboparopHi Habopu A7 BIAMPABKH 3pa3KiB MyXJIUHHOI TKAHWHU B TapadiHoBoMY 010111
JlaGopatopHi Habopu AJIs BIAMIPABKH 3pa3KiB MyXJIMHHOI TKAHUHH Ha CKEJBIX

3pa3ku MyXJIMHHOI TKAaHUHU B Napa@iHOBHUX OJI0OKaX UM HA CKEJBIIX

Kommanis, sika Jii€ 3a TOBIpEHICTIO, SIKY HaJaB CIIOHCOP UM 3asBHUK Ha BBE3CHHS JJOCIIJKYBAaHHX
JiKkapchKux 3aco0iB Ta cynyTtHix marepianiB: TOB «ABIHEKC YKP»

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




JonaTtox 7

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CyTTEBUX MOMPABOK Ta
BHECEHHS 3MiHHU 10 AonaTtka Ne 9 mo Hakazy
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Big 15 Gepesnst 2021 poky Ne 455»
23.06.2021 Ne 1265

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTta

«LIBRETTO 432: Ilnane6o-KOHTPOJIbOBAHE IOABIHHE CJille paHIOMi30BaHE MOCTIDKCHHS 3 da3u s
OLIIHKM /1 FOBaHTHOI Teparii ceNmepKaTuHIOOM MICIs paJiuKaIbHOI JOKOperioHapHoi Tepamii y MaiienTiB 3
HeapiOHOKIITHHHUM pakoMm JiereHi ctamii IB—I1IA 3 HasBHicTio riopuanoro rena RET», kox mocimimkeHHs
J2G-MC-JZJX, Bepcis 3 monpaskoro (¢) Bix 03 6epesns 2021 poky

3asiBHUK, KpaiHa

«Emi Jlinm Bocrok CAy, IIBetinapis

CrnioHcop, kpaina

Emi Jlimni enn Komnani, CIIA / Eli Lilly and Company, USA

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

Selpercatinib (LY3527723), Cennepkaruni6, Cenmnepkarini6o, LOX0-292 (LY3527723, LOXO0-292;
Selpercatinib); kancymm; 40 mr; Lilly del Caribe, Inc., USA; Quotient Sciences, USA; Shanghai STA
Pharmaceutical Product Co., Ltd, China
Selpercatinib (LY3527723), Cennepkatuni6, Cemnepkarinio, LOX0-292 (LY3527723, LOX0-292;
Selpercatinib); kancynu; 80 wmr; Lilly del Caribe, Inc., USA; Quotient Sciences, USA; Shanghai STA
Pharmaceutical Product Co., Ltd, China

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

1) nikap bepzoit O.A.

KomynansHe HexkomepiiitHe mianpueMctBo «Opechbka oOjacHa KiiHIYHA JikapHs» Opaecbkoi obimacHOT
paauy», BIAIUICHHS TOpakalbHOI Xipyprii, M. Ozneca

2) 3aB. Bi11. Ko63eB O.1.

KomyHnaneHe HekoMepuiliHe MiAnpueMcTBO «OO0JIaCHUM LEHTP OHKOJOTii», OHKOXIpYypriuHe BiAJIIJICHHS
OprasiB TpyJHOI MOPOKHUHU, M. XapKiB

3) k.Mm.H. [TonomapsoBa O.B.

KomyHaneHe HekoMepiiiiHe mianpueMcTBo «KHUIBCHKUN MICBKUN KITIHIYHUNA OHKOJOTIYHMNA LEHTP»
BUKOHaBUYOro oprany KuiBcbkoi micekoi paau (KuiBchkoi MicbKoi AepaBHOI aJMiHICTpaIlii), BIIIICHHS
ximiotepamnii Nel, m. Kuis

4) 3aB. Bin. lllepns C.I1.

KomynansHe HekomepiiitHe mianpueMcTBO «IloMimbChKUIl perioHanbHUN LEHTP OHKOJOTil BiHHHIBKOT
obnacuoi Paguy, BigaineHHs ximioreparii, M. BinHu1s
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5) k.M.H. Buaanuenko O.1.

Komynanene nexomepuiiine mignpuemctBo Cymcbkoi obmacHoi pagun CyMmcbkuid OOJACHMNA KITIHIYHUNA
OHKOJIOTIYHHUI JMCIIAaHCEP, OHKOTOpakaibHe BiiileHHs, CyMChbKHIA Jep)KaBHHH YHIBEPCHTET, Kadeapa
OHKOJIOT1i Ta paaionorii, M. Cymu

6) mikap Birypo M.C.

MenuuHuii TEHTP TOBAapUCTBAa 3 OOMEXKEHOI BimmoBigampHicTIO «Mpis Men-Cepsicy, JlikyBanbHo-
npodiIaKTHYHUHN TAPO3ALT 2, BT KITHIYHUX TOCTKeHb, M. KpuBuii Pir

7) k.m.H. Kamxosin A.B.

MenuyHuii [EHTp TOBapHUCTBa 3 OOMEXKEHOI BiANMOBiTaNbHICTIO «OHKONa(», IESHHUW CTaIrioHap,
M. 3amopizoKs

[Ipenapatu nopiBHAHHS,
BUpPOOHUK Ta KpaiHa

CynyTtHi
MaTepianu/mpenaparu
CYIyTHBOI Teparii

1. JTaboparopui Habopu Ta BuTpaTHi MaTepianu a0 Hux (Learpansua madopartopis Covance Central
Laboratory Services)

2. EnekTpoHHI NPUCTPOI 3 KOMIUIEKTYIOUHMMH MaTepiaaMu:

Product: Mobile Phone

Model: SM-A307G

Manufacturer: SAMSUNG SDI Co., Ltd.

Kommnanis, sika gie 3a JOBIPEHICTIO, SIKY Ha/IaB CIIOHCOP Y 3asBHUK HA BBE3EHHS JOCIHIKYBAaHUX
JiKapchKuX 3aco0iB Ta cynyTHiX marepianiB: TOB «IMII Jlorictuka Ykpaina»

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYCHHS Isan 3AZIBOPHUX




JonaTox 8
10 HaKa3zy MiHicTepcTBa OXOPOHHU 37I0POB’ S
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CyTTEBUX MOMPABOK Ta
BHECEHHS 3MiHHU 10 AonaTtka Ne 9 mo Hakazy
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Big 15 Gepesnst 2021 poky Ne 455»
23.06.2021 Ne 1265

Ha3ssa xiiniuynoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

[TopiBHsbHA OIiHKA €(EKTUBHOCTI Ta MEPEHOCUMOCTI mpemapaTy ['ens auknodenaky Hatpito, renb 5%
BupoOHunTBa [TAT «XimbapmszaBon «UepBoHa 3ipka», Ykpaina i npenapary Hukinak® [ens, rens 5%
BupoOHuNTBa KommaHii «Camorac @®apma ['mMO0X», Himeyunna y mamieHTiB 3 aedhopmyroynm
0CTEO0apTPO30M KOJIIHHOTO cyrioba, kon nocuimkenas CHZ-DCF/GEL 5%, Bepcis nporokony Ne 1 Bin
04.11.2020p.

3asiBHUK, KpaiHa

ITAT «XimpapmzaBon «Yepsona 3ipka» (Ykpaina)

Cnoncop, kpaiHa

[TAT «XimpapmzaBog «UepBona 3ipka» (Ykpaina)

[Tepenik mocmimKyBaHUX
JIKapChKUX 3aC001B
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

[enp nukinodenaky Hatpito 5% (maukiodenak HaTpito - [0-(2,6-auxm0po-aHiiiH)-(heHin] OTOBOI KUCIOTH
narpiea cinb CAS: 15307-86-5; Diclofenac ({uxnodenax)); I'enb 5%; 1 T remo MIiCTUTh TUKIOGEHAKY
Hatpito 50 mr; ITAT «Ximdpapm3asoa «HepBona 3ipka» (YkpaiHa);

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

1) a.m.H., mpod. SAuummd P.1
KomynansHe HekoMepItiiiHe mianpueMcTBo «O0nacHa KiliHiuHa JikapHs [Bano-DpaHKiBChKOT 007IaCHOT
paznu», peBMaTOJIOTUHE BiAAUIEHHS, M. IBaHO-PpaHKIBCbK

[Ipenapatu mopiBHAHHS,
BUPOOHUK Ta KpaiHa

Juknak® T'ens 5% (Diclofenac (Iuxnodenax); mukinodeHak Hatpiro - [0-(2,6-muxiaopo-aHiiiH)-heHin]
ouroBoi kucimotru HatpieBa cimb CAS: 15307-86-5); I'emp 5% mo 100 T y Tybi; 1 r remo MiCTUTH
qukinogenaky Harpito 50 mr; Camorac @apma 'm6X, HimeuunHa;

CynyTHi
MaTtepiaiu/mpenapaTu
CYIyTHBOI Tepamii

— /=

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Isan 3AZIBOPHUX




JonaTok 9

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 Ne 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

OmnosnieHuit mpoTokon KiiHiuHOTrO BUNpoodyBanus MK-7902-001, 3 inkopnopoBaHoio nonpaBkoro 05 Bix
17 6epesnst 2021 poxy, aHTITIHCEKOI0 MOBOIO; 3MEHIIEHHS KUTBKOCTI TOCTiIKYyBaHUX B YKpaiHi 3 72 10 66
oci0; bpomrypa gochignuka MK-3475, Bunanus 20 Big 08 Oepe3ns 2021 poky, aHTTIHCHKOIO MOBOIO;
VYxpaina, MK-7902-001, Tadopmanis Ta 1oKyMeHT mpo iHGOpMOBaHy 3roy Ul maiienTa, Bepcis 04 Big
12 xBitHa 2021 p., ykpaiHchkoio MoBorw; Ykpaina, MK-7902-001, Indopmarmis Ta JOKyMEHT HpoO
iHpopMoOBaHy 3roay A namieHTa, Bepcis 04 Bix 12 xBitHs 2021 p., pociiicbKOI0 MOBOIO.

Homep ta narta Hakasy
MO?3 11010 3aTBEPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2006 Bix 02.10.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PannomizoBane, Binkpute npocaikeHHs Il ¢asu nemOponizymady (MK-3475) y mnoenHanHi 3
neuBarunibom (E7080 / MK-7902) y mopiBHSHHI 3 XiMIOTepami€0 MepHIoi JiHil JIKYBaHHS IMpH
pO3MOBCIOKEHIH abo penuauByrodiid kapruHomi enmomerpiss (LEAP-001)», MK-7902-001, 3
iHKOpropoBaHo1o nonpaskoro 04 Bix 15 kBiTHa 2020 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 0OMexeHoto BianoBinanbHicTIO «MCJl Ykpaina»

CrnoHcop, kpaina

«Mepk lapn Enn Joym Kopn.», nouipne nianpuemctso «Mepk Eng Ko., IHk.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTtepiaiu/mpenaparu
CYIyTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Honatok 10
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 37I0pOB’sl YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

[Ipotokon kminiuHOTO nocmimkeHHs 6T-MC-AMAM 3 iHkoprniopoBaHor momnpaBkoro (¢) Bix 01 kBiTHS
2021 poky; Crtucna XapakTepUCTHKa JTOCITIKYBaHOTO JIiKapchkoro 3aco0y Cremapa® Bim 27 JIOTOTO
2020 poxky; [TomoBxkeHHs TPUBAIOCTI KIIHIYHOTO BUIIPOOYBaHHA B YKpaiHi 10 30 uepBHs 2023 poky

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2372 Bix 04.12.2019

Ha3ssa xminiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararouentpoBe, PanmomizoBane, Ilonsiiine cmine, Ilmane6o- Ta AxktuBHO- KoHTposiboBaHe
Hocnimxenns 1l ®asu g Ouinku EdextuBHocti Ta besneunocti 3acrocyBanHs Mipikizymaly y
IManienTiB 13 XBopoOoro Kpona [TomipHoro Ta Tsxkoro Ilepediry», 16 T-MC-AMAM, 3 iHKOpropoBaHOO
nonpaskoro (b) Bix 18 rpyaus 2020 poky

3asiBHUK, KpaiHa

«Eni JIinm Boctok CAy, lBeiinapis

Crnoncop, kpaina

Emi Jlinmi enn Kommani, CIITA

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary

(¢apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonatok 11
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

Omnosnenuit po3ain P.3.1 Manufacturers (RO7049665, Vial, 10 mg/2 ml) ta po3ain P.3.1 Manufacturers
(Placebo for RO7049665, Vial, 0 mg/2 ml) [locke Ha gocmimkyBanumii 3acid RO7049665 ta iioro mianebo;
Omnosnenuit po3ain P.5.4. Batch Analyses (RO7049665, Vials, 10 mg/2 ml) [locbe Ha HocaimKyBaHHii
3aci6 RO7049665; OnoBnenwnii po3ain P.8.1 Stability Summary and Conclusion (RO7049665, Vials, 10
mg/2 ml) Hdocke Ha pocmimkyBanuii 3aci6 RO7049665; Ounonenmit posnin P.8.3 Stability Data
(RO7049665, Vials, 10 mg/2 ml) locke Ha nocmimkyBanuii 3acio RO7049665; [lonatok A.2 Adventitious
Agents Safety Evaluation — TSE Declaration (RO7049665, Vials, 10 mg/2 ml) Jlocke Ha qOCTiKyBaHHIA
3acio RO7049665; Nonarox A.2 Adventitious Agents Safety Evaluation — TSE Declaration (Placebo for
RO7049665, Vials, 0 mg/2 ml) Hocke Ha mianebo ans pociiaxkysanoro 3aco0y RO7049665; Ononene
BTOpHUHHE Ta MEPBUHHE MapKyBaHHs JIOCI1KyBaHoro npemnapary RO7049665 abo mianebo, ykpaiHChbKOIO
MoBot0 Big 03 6epesnst 2021 poky

Howmep Ta nara Hakazy
MO3 1moz10 3aTBEPIKEHHS
KJIIHIYHOT'O BUNTPOOYBaHHS

Ne 1545 Bix 03.07.2019

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta naTa

«bararoneHTpoBe, paHIOMi30BaHe, MOBIHHE cline, Ianed0-KOHTPOIboBaHe AociikeHHs ¢aszu Ib 3
METOI0 BHUBYEHHSI O€3MEYHOCTI, MEePEeHOCHMOCTi, (hapMaKOKIHETUKH, TMOIMEpelHbOl ePEeKTUBHOCTI Ta
¢dapmakonunamiku mpernapary RO7049665 mnpu mnigmkipHOMy BBEACHHI YYacHHUKAM 3 aKTUBHHM
BHpa3koBuM koisitomy», WP40161, Bpcis 5 Bix 20 nmucronama 2020 p.

3asBHUK, KpaiHa

TOB «KOBAHC KJITHIKAJI IEBEJIOIIMEHT YKPATHA»
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CrnioHcop, kpaina ®. Xodpdmann-Jls Pomr JIta., [F. Hoffmann-La Roche Ltd], [lIeeitnapis

CynytHi —
Marepiaiau/mpenaparu
CYIYTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0€e3MeYeHHs IBan 3A/IBOPHUX




Jonatok 12
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpPKEHHS CYTTEBUX MOIPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

Bxmrouenns mnpenapaty mnopiBHsHHS — Palbociclib (Ibrance®, Ibrance; IBRANCE; Ilan6ouuxmi0;
Iopanc®; IBPAHC); Tabnerka, BkpuTa o0onoHKOIO, 75 w™Mr; BupoOHuku - Pfizer Manufacturing
Deutschland GmbH, Germany; SANOFI-AVENTIS RECHERCHE & DEVELOPPEMENT (inmia Ha3Ba
— sanofi-aventis Recherche & Développement), France; Sanofi-Aventis Private Co. Ltd., Budapest
Logistics and Distribution Platform, Hungary; Sanofi U.S Services Inc. (inma Ha3zsa — Sanofi US Services
Inc.), USA; Fisher Clinical Services (inma Ha3Ba - Fisher Clinical Services Inc.), USA; Creapharm
Clinical Supplies, France; Almac Clinical Services Limited, United Kingdom; Bxtouenus npemnapaty
nopiBastHHES — Palbociclib (Ibrance®, Ibrance; IBRANCE; [Tan6omukmni6o; [6panc®; IPAHC); Tabnetka,
BKpuTa 00050HKO0, 100 Mr; BHpoOHUKH - Pfizer Manufacturing Deutschland GmbH, Germany; SANOFI-
AVENTIS RECHERCHE & DEVELOPPEMENT (imma Hna3zBa — sanofi-aventis Recherche &
Développement), France; Sanofi-Aventis Private Co. Ltd., Budapest Logistics and Distribution Platform,
Hungary; Sanofi U.S Services Inc. (inmra nazsa — Sanofi US Services Inc.), USA; Fisher Clinical Services
(immra wassa - Fisher Clinical Services Inc.), USA; Creapharm Clinical Supplies, France; Almac Clinical
Services Limited, United Kingdom; Bxmtouenns npenapary nopiBusiHHs — Palbociclib (Ibrance®, Ibrance;
IBRANCE; IMan6ouukmni6; I6panc®; IbBPAHC); TabneTtka, Bkputa 00070HKOIO, 125 Mr; BUpOOHUKH -
Pfizer Manufacturing Deutschland GmbH, Germany; SANOFI-AVENTIS RECHERCHE &
DEVELOPPEMENT (inmra na3zsa — sanofi-aventis Recherche & Développement), France; Sanofi-Aventis
Private Co. Ltd., Budapest Logistics and Distribution Platform, Hungary; Sanofi U.S Services Inc. (inma
Ha3Ba — Sanofi US Services Inc.), USA; Fisher Clinical Services (inma Ha3Ba - Fisher Clinical Services
Inc.), USA; Creapharm Clinical Supplies, France; Almac Clinical Services Limited, United Kingdom;
CxkopoueHe gocbe HemonudikoBaHoro Jikapchkoro 3aco0y Palbociclib, Tabnerka, BkpuTa 000710HKOIO, 75
mr, 100 mr, 125 wmr, Bepcis Bix nunHs 2020 poky, aHrmiichbkor0 MoBO; KopoTka XapakTepuCTHKa
nikapcbkoro 3aco0y IBRANCE, tabnetku, Bkputi 06010HKO010, 75 Mr, 100 Mr ta 125 mr, aHTTiChKOIO
MOBOI0; 3pa30K MapKyBaHHs YIIaKOBKH npenapary nopiBHsHHs Palbociclib 75 mr, Bepcis 2.0 Bix
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27 rpyans 2020p., ykpaiHCbKOI MOBOIO; 3pa30K MapKyBaHHS YITaKOBKH IpernapaTy MOpiBHSHHS
Palbociclib 100 mr, Bepcis 2.0 Bim 27 rpymas 2020p., yKpaiHCHKOIO MOBOIO; 3pa3oK MapKyBaHH:I
yrmakoBku mpenapaty nopiBasaus Palbociclib 125 mr, Bepcis 2.0 Big 27 rpyaus 2020p., yKpaiHCBKOO
MOBOIO

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

Ne 2917 Bix 15.12.2020

Ha3ssa xiiinigyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PanmomizoBaHe, OaraToleHTPOBE, MOJABIMHE ciine mochipkeHHs 3 (a3u mpemapaty aMIeHECTPaHT
(SAR439859) y komOiHaIlil 3 MaIOOIMKIIO0M y MOPIBHIHHI 3 JIETPO30JIOM Yy KOMOiHAIIIT 3 MaI00IUKIi00M
st tikyBanHsi nanieHtiB 3 ER(+), HER2(-) pakom Mosodnoi 3an03u, sKi paHilie HE OTPUMYBaJH
CHCTEMHOI'O MPOTUPAKOBOTO JIIKYBAaHHS MOLIMPEHOTO 3aXBOPIOBaHH:», , 3 mompaBkow 03, Bepcis 1 Bix
16 rpynus 2020 poky

3asiBHUK, KpaiHa

TOB «Cano¢i-ABenric Ykpaina»

CnoHncop, kpaina

sanofi-aventis recherche & developpement, France (Canodi-ABeHnTic peuiepiu e aeBenonman, OpaHiris)

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepansnoro fupekropa Jlupexkropary

(apmManeBTHYHOTO 3a0€e3MeYeHHS

IBan 3AZIBOPHHUX



Jonatok 13
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455

23.06.2021 Ne 1265
Inentudikarnis cyrreBoi 3MiHa Miclig TPOBEAEHHS KIIHIYHOTO BUTPOOYBAHHS !
TIOpaBKN Byno Craio
I.M.H., ipo¢. 'Hunopubdos A.M. I.M.H., ipo¢. ['Hunoprdos A.M.
MenuyHui LEHTP TOBAapUCTBA 3 OOMEXKEHOI | MeIUYHUK IIEHTP TOBApUMCTBA 3 OOMEKCHOIO
BIiITIOB1AAJIbHICTIO «PeBMOTIEHTPY, BIJUIUT | BIATIOBITANBHICTIO  «[HCTUTYT — peBMaTOJIOTIi»,
KIIHIYHUX JOCIiIKeHb, M. Kuis BiA11 KITIHIYHUX JOCHIKEeHb, M. Kuis

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

Ne 1849 Bix 11.08.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«24-TVDKHEBE PAHJIOMI3OBAHE, TIOJABIMHE CJIIIIE, BATATOLIEHTPOBE JIOCJIIDKEHHS Y
ITAPAJIEJIbBHUX TIPYIIAX 3 AKTHBHHUM IIPEITAPATOM IIOPIBHAHHA [JIA OLIHKU
E®EKTUBHOCTI TA  BE3IIEUHOCTI IIPEITAPATIB  PF-06650833, PF-06651600 I
TODPALIMTUHIBY 4K B SIKOCTI MOHOTEPAIII, TAK I B KOMBIHAILIIL, V IMALICHTIB I3
AKTUBHMM PEBMATOIJHUM APTPUTOM CEPEJHBOI'O TA BAXKOI'O CTVIIEHA 1
HEJIOCTATHBOIO BIATIOBIA/IFO HA TEPAIIIIO METOTPEKCATOM», B7921023, ocrarouna
Bepcis NpoTokoiy Bix 22 sxoBTHSA 2019 p.

3asiBHUK, KpaiHa

[aiizep [uk., CIIA
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CnoHcop, kpaina

[aiizep [uk., CLHA

CynytHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

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

IBan 3AZIBOPHHUX




Honatok 14

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHH JI0 fojaTka Ne 9 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

BxitoueHHs 101aTKOBUX MICI[h POBEJCHHS KJIIHIYHOTO BUIPOOYBAHHS .
Ne I1.1.B. BiAIOBIZAJILHOTO JHOCHITHUKA
/1 Hazpa Micuis mpoBeieHHS KJIIHIYHOTO BUITPOOYBaHHS

1. | n.m.H., mpod. Cxpunuuk H.B.

KomynanpHe HekomepiiiiHe mianpueMcTBo «O0nacHa KiiHIYHA JiikapHs [BaHO-DpaHKiBCHKOT
obymacHOi paaw», CHIOKPUHOJIOTIYHE BiAAiIcHHS, IBaHO-DpaHKIBCHKUI HaIllOHAILHUN
MEIMYHHUN YHIBEPCUTET, Kadeapa eHIOKpUHoJIorii, M. IBaHO-DpaHKIBCHK

2. | K.M.H. Mumanny I'.1.
KuiBcbka KiIiHIYHA JiKapHsS Ha 3aidi3HUYHOMY TpaHcmopTi Ne2 ¢inmii «IleHTp oxoponu
3I0POB’S1»  aKIIOHEPHOTO TOBAPUCTBA «YKpAiHChbKA 3ali3HHULA», EHIOKPHUHOJIOTIYHE
Biaminends, M. Kuis

3. | 3aB. Lentpy Jleryn O.M.

Komynansue HekomepiiitHe miampueMcTBo «O06acHa kiiHIYHA JikapHsa [BaHo-DpaHKiBCHKOT
oOmacHoi panm», LleHTp Hedposorii, niamizy 1 TpaHCIUIaHTawUii, BIJJIJIEHHS IHTEHCHBHOI
Hedposorii, M. IBaHO-DpaHKIBCHK

4. | x.m.H. Katepenuyk B.1.

KomyHnanpHe  migmpueMcTBO «[lonraBchbka ~ obOyacHa ~ KIIHIYHA  JIKapHA M.
M.B. CkiidocoBcbkoro IlonTtaBchkoi o0macHOI pagawy, EHIOKPUHOJOTIYHE BiAIUIICHHS,
[TontaBchbkuil AepxkaBHUN MEIUYHUN YHIBEpCUTET, Kadeapa €HIOKPUHOJIOTIT 3 AUTSIYUMU
iH}ekiitHnMu xBopodamu, M. [Tonrasa

5. | n.m.H., mpod. [Tepriera H.O.

KomyHnaneHe Hekomepiiiiine mianpueMctBo «Micbka KiiHiYHA JikapHsS Ne9» JIHImpoBChKOI
MICBKOI pajau, TepaneBTHUHE BigAuleHHd Ne3, JIHINPOBCHKUIM Jep)KaBHUM MEIUYHUN
YHIBEpPCHUTET, Kadepa eHoKpuHoorii, M. JIHimpo
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Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 187 Bix 05.02.2021

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PangomizoBaHe, MojBiliHE ciiile, IIANe00-KOHTPOJIbOBaHE, 0araToleHTPOBe AociimpkeHHs 2b dasu 3
ninbopy no3u mnpenapary AZDS718 y maimieHTIiB 3 XPOHIYHOIO XBOPOOOK HHPOK 3 MPOTEIHYPIEIO»,
D7551C00001, Bepcis 3.0 3 inkopropoBaHoto norpaBkoro Ne2 Big 25 ciuns 2021 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa

«Actpa3eneka Aby, IlIBemis / AstraZeneca AB, Sweden

CynyTtHi
Marepiaiau/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasnbHoro qupekropa Jupexropary
(apmManeBTHYHOTO 3a0e3MeYeHH

Isan 3AZIBOPHUX



Jonartok 15

70 Haka3zy MiHicTepcTBa OXOPOHU 370POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikaris cyrreBoi
MOTIPaBKH

3amyyeHHs JOAATKOBHUX MICI[b IPOBEACHHS KJIIHIYHOTO JTOCIIHKEHHS !
Ne /i1 I1.1.B. BiAIIOBITAILHOTO HOCIITHUKA
Hazpa micuis mpoBeieHHs KJIIHIYHOTO BUITPOOYBaHHS

1. | k.m.u. ['ogmeBcpka O.M.

KomyHnanbHe HekomepiiiiHe mignpueMcTBo «MicbKa KIiHIYHA JTiKapHS OIBUAKOI Ta
HEBIIKIaHOI Mear4HOi qonomord iM. mpod. O.1. MemaninoBa» XapKiBCbKOi MICbKOI pajiu,
tepaneBTHYHe BiyineHHs Ne 1, m. Xapkis

2. | x.m.H. Kypux JI.M.

JlepxaBHa ycraHoBa «HamioHanbHMI 1HCTUTYT (TH3iaTpli 1 MYJIBMOHOJIOTII  1M.
@®.I'. SuoBcekoro HamioHanbHOT akageMii MeOUYHMX HayK YKpaiHW», BIAIITICHHS
OpOHX0OOCTPYKTUBHHUX 3aXBOPIOBaHb JereHb, M. Kuin

3. | k.m.H. Cnerruenko H. C.

KomyHnanbHe HekoMmepiliiiHe MiAIpueMcTBO «BiHHUIPKAa MiChbKa KIiHIUHA JHKapHA No 1»,
TepaneBTUYHE BiJIiNICHHS, M. BiHHUIIA

4. | n.M.H., po¢. JJuTstkoBchka €.M.

KomyHnanbHe HekomepiiiiHe mignpuemMctBo «KiliHIYHA JIKapHS IIBHUAKOI MEIUYHOL
nornomMormn» JIHINPOBCHKOI MICBKOI paJiy, alleproJIoriyHui HeHTp, M. JIHinpo

5. | unen-xkop. HAMH Vkpaiuu, a.M.H., ipod. 'aBpuciok B.K.

HepxaBHa ycraHoBa «HamioHanpHui 1HCTUTYT (TH3iaTpli 1 MYJIBMOHOJOTII  1M.
@®.I'.  SnoBcekoro HarionanbHOi akajgemii MeJUUHUX HAyK YKpaiHW», KIIHIKO-
¢dbyHKIIOHANBHE BiJAUIeHHS, M. KuiB

6. | n.m.H., npod. Ammua JI.O.

HepxaBHa ycraHoBa «HamioHanbHuH 1HCTUTYT (Tu3iaTpii 1 MYJIBMOHOJIOTI  1M.
®.I'. SHoBcekoro HamioHanbHOT akagemii MEOUYHMX HayK YKpaiHW», BIITIJICHHS
JIarHOCTHKH, Tepamii Ta KJIIHIYHOi (papMaKoIorii 3aXBOpIOBaHb JiereHb, M. Kuin
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7. | n.m.H., mpod. Mocrosoii FO.M.
[IpuBaTHE Maje MiIANMPUEMCTBO, MEIUYHMHA LEeHTp «Ilyabc», TepameBTHYHE BiIIIJICHHS,
M. Binaung

8. | k.M.H. Omiitnuk O.I.
Komynanbne HekomepiiiiHe mianpueMcTBo «Michka mikapHs Ne 6» 3amopi3bkoi MichKOT
paju, aIepro-myJIbMOHOJIOTIYHE BITIICHHS, M. 3aITOPIKIKS

9. | 3aB. Big. Cmousauii O.I1.
KomynansHe HekoMepiiitHe nianpueMcTBo «Ojechka obnacHa KiiHiuHa JikapHs» Oneckkoi
00J1acHOT painy, MyJIbMOHOJIOTIYHE BiaieHHs, M. Oneca

10. | g.m.H., ipod. CraniciaBuyk M.A.
KomyHnanbne HekoMepuiliHe mianpueMcTBo «BiHHUIBKA OOJacHA KIIHIYHA JIKApHS 1M.
M.I. IluporoBa BinHunpkoi o00jacHOi pagu», OONACHUN JIKYBaJbHO-I1aTrHOCTUYHUMA
TyJIbMOHOJIOTIYHHM IEHTP, M. BiHHUTIA

11. | x.m.H. Tpumyk H.M.
HaBuanpHO-HAyKOBHI MEAWYHHIA KOMIUIEKC «YHIBEpCHUTETChKAa KIIiHIKa» XapKiBCHKOTO
HaI[IOHAILHOTO MEIWYHOTO YHIBEPCUTETY, KOHCYJIbTaTUBHO-/IIarHOCTUYHA TMOMIKTIHIKA,
M. XapKiB

12. | mixap Benmmuko H.B.

KomyHnanbHe HekomepiiiiHe mianpueMcTBo «Micbka jikapHs Ne 2» 3amopi3bKoi MiChKOT
paju, TepareBTHYHE BUIIICHHS, M. 3arlOP1IXKKS
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13. | n.m.H., ipod. Ameyniosa T.B.
Komynanbne HekoMepuiline minnpuemMctBo «Mickka KiaiHiuHa Jikapas Ne 13» XapkiBcbkoi
MICBKO1 paJid, TOpaKaJIbHO-XIPYpriuHe BIIIJICHHS, M. XapKiB

14. | n.m.H., ipod. Denopor C.B.
KomyHnansHe HekoMepIliiHe MmianpueMcTBO «Mickka KimiHiuHA Jikapas Ne 1 IBano-
@paHKiBCHKOT MICHKOI paainy», TepaneBTHYHE BiIIEHHS, M. IBaHO-DPpaHKiBChK

15. | n.m.H., pod. Koanenko C.B.
ObnacHe KOMyHalbHE HEKOMepIliiiHe mianpueMcTBo «YepHiBenpbka oOnacHa KIIiHIYHA
JKapH», TyJIbMOHOJOTTYHHUM Miapo3ii, M. YepHiBIi

16. | 3aB. Bix. ['yagepraiiio b. L.
KuiBcpka KkiliHIYHA JiKapHA Ha 3ali3HUYHOMY TpaHcmopti Ne 2 ¢imii «lleHTp oxoponHu
3I0pOB’S»  aKI[IOHEPHOTO TOBAPUCTBA «YKpaiHChbKA 3aMI3HUI», ITyJIbMOHOJOTIYHE
BigmimeHHsa, M. Kuis

17. | x.m.H. Kpacnokyrcekuii C.B.
Menuko-caniTapHa dYacTHHAa [IpMBaTHOTO AaKI[IOHEPHOTO TOBapHCTBA «XapKiBChKUH
TPAaKTOPHUH 3aBOJ», TEPANEBTUYHE BiITIICHHS, M. XapKiB

18. | mikap Y3y K.C.
KomyHnanbHe HekoMepuiliHe mianpueMcTBo «O0sacHe TepUTOpiaibHe MeIM4He 00’ € JHaHHS
M. Kpamaropchbkay, KOHCYIbTaTUBHO-/IIArHOCTHYHE BiAIJIeHH, M. KpamaTopchbk

19. | n.m.H., pod. 1leBuyk C.B.

HaykoBo-gocniguuii  iHCTUTYT peaOumiTanii oci0 3 I1HBaIAHICTIO (HaBYaJIbHO-HAYKOBO-
TMKyBaJIbHUM KOMIUIEKC) BiHHUIIPKOTO HaIlIOHAIBHOTO MEIUYHOTO YHIBEPCUTETY 1M.
M.I. TluporoBa, MyJIbMOHOJIOTIYHE BIIAUICHHSA, BIHHUIBKUI HAI[IOHATBHUA MEIUYHUN
yHiBepcuteT iM. M.1. TTuporoBa, kadenpa BHyTpiliHb0i MeauuuHu Ne2, M. BinHuIs
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20. | n.m.H., ipod. I'mpina O.M.
JIikyBaJdbHO-IIarHOCTUYHUIA  IIGHTP TOBAapHCTBA 3 OOMEXKEHOI  BiJIMOBINAIBHICTIO
«JlikyBasibHO-1IarHOCTHYHUN HIEHTP «AnoHic [Tmocy, amOynaTopue BimaiiaeHHs, M. Kuis

21. | k.m.H. Kmanoyx B.O.
KomyHanpHe HEKOMeEpITiliHe MiAMPUEMCTBO XapKiBChbKOi o01acHoi paau «O0acHa KIliHIYHA
JIKapHSI», MYJIBMO-aJIEPTOJIOTIYHE BIITIICHHS 3 IMYHOJOTIYHHUMH Ta TEepaneBTUYHHUMHU
JDKKaMH, M. XapKiB

22. | n.m.H., pod. Konomnkina JI.I
Komynansne Hexomepiiiine mianpueMctBo «Micbka KiiHIYHA JikapHs Ne 6» JHimpoBcbKoi
MICBKOi paju, KOHCYJbTaTUBHO-IIaTHOCTUYHE BUIIUICHHS, J[HIMPOBCHKHI epiKaBHHIA
MEJMYHUN YHIBEpCUTET, Kadeapa BHYTPIIHbO1 Meaununu 1, M. J{Hinpo

23. | n.m.H., ipod. [Torabanmmiit B.A.
Komynanene mianpuemctBo «KpuBopi3bka Micbka KiiHiuHa JikapHa Ne2y» Kpupopizbkoi
MICBKOi pajd, IyJIbMOHOJIOTIUHE BiAUIeHHS, JIHINPOBCHKHIA JEp)KABHUN MEIUIHUMA
yHIBEpCUTET, Kadenpa Tepamii, Kapaiojorii Ta ciMeiHOI MeauuuHu (QaKyIbTETy
MICIISAUILIOMHOI ocBiTH, M. KpuBwuii Pir

24. | k.m.H. CamomoB A.C.
KomyHnansne Hexomepiiiine mignmpueMcTBO «Micbka Jikapas Ne 7» 3amopi3bkoi MIChKOi
pajau, TepaneBTUYHE BIATIICHHS, M. 3allOPIKKS

25. | n.M.H. Acanos E.O.
HepxxaBHa ycraHoBa «lHcTHTYT TeponToiorii imeni JI.d. YebGoraproBa HarionanbHoi
akazemii mennuHux Hayk AMH», Bigmin xmiHiuHOI (i3iojorii Ta maTonorii BHYTPILIHIX
OpraHiB, 3araJbHOTepaneBTHUHE BiJAUIeHHs, M. KuiB

26. | k.M.H. [loOpsiHChKMit [1.B.
MeauuHuil 1EHTp ToBapucTBa 3 OOMEXKEHOK BIAMNOBIIANbHICTIO «MeauyHa KiliHIKa
«braromeny, TKyBaJIbHO-11aTHOCTUYHUH miIpo3aii, M. Kuis

27. | x.m.H. ['omiko O.D.

JIikyBaJbHO-1IarTHOCTUYHUM  IIEHTp TOBapHCTBA 3 OOMEXKEHOI  BIJIMOBINAIBHICTIO
«MenuuHuii JTIKYBaJbHO-TIarHOCTUYHUN TIeHTp «MemioH», TOMIKITIHIYHE BiIAUICHHS,
M. ITonraBa




MPOJOBXKEHHS noaaTka 15

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

Ne 833 Bix 28.04.2021

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«52-THKHEBE, paHIOMi30BaHe, MOABIMHE clline, Tanedo KOHTPOJIbOBAHE JOCITIIKEHHS y MapaielbHUX
rpymnax 3 METOI OIIHKHM epeKTHUBHOCTI Ta Oe3meyHocTi aBox no3 npenapary CHF6001 y dbopmi cyxoro
MOPOMIKY JIIsl THTAJAIIH|, 0 AOJAIOTHCS 10 MiATPUMYIOUY0i MOTPIHHOT Tepamii y MaIie€HTiB 13 XpOHIYHUM
00CTpYKTUBHUM 3axBoproBaHHAM JiereHb (XO3JI) Ta xponiunum Oponxitom», CLI-06001AA1-04, Bepcis

1.0 Bix 20 mucronana 2020 poky

3asBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JIEBEJIOIIMEHT YKPAIHA»

Cnoncop, kpaiHa

«K’e31 dapmarnentiui C.m.A.» [Chiesi Farmaceutici S.p.A.], Itanis

CynyTtHi
Marepiaiau/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasibHoro nupexkropa Jlupekropary
(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonatok 16

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

InenTudikamis cyrreBoi
MOTIPaBKU

3anmy4eHHs JOAATKOBUX MICIb POBEJCHHS KITHIYHOTO JOCIIKSHHSI:

Ne I1.1.B. BiAIOBIAAILHOTO JOCIITHUKA

n/n HasBa micus npoBeieHHS KIIIHIYHOTO BUIPOOYBaHHS

1. | x.m.H. Ho6psiHcbkuit [1.B.
MenuyHuii LIEHTp TOBAapHUCTBAa 3 OOMEXKEHOK BiAMOBiAANBHICTIO «MeauvyHa KIliHIKa
«braromeny, TKyBaJIbHO-TIarHOCTUIHIN Mipo3ii, M. Kuis

2. | k.M.H. N'ogneBcbka O.M
KomyHnaneHe HekoMmepIiiiiHe minnpueMcTBo «Micbka KIIiHIYHA JHKapHA IIBHAKOI Ta
HEBIAKJIAAHOT MeAnYHOI gonoMoru iM. npod. O.1. MemaninoBa» XapKiBCbKoi MIiCBKOT paj,
TepaneBTuyHe BigauieHHs Nel, M. XapkiB

3. | n.m.H. Acanos E.O.
HepxxaBHa ycranoBa «lactutyt reponTtodorii imeni [I.d. UeboraproBa HarionansHo1 akagemii
MEIMYHUX HayK YKpaiHW», BIUIUI KIIHIYHOI (i3iojorii Ta maTonorii BHYTPILIHIX Oprasis,
3arajJbHOTEPANCBTUYHE BiAAUIeHHs, M. Kui

4. | x.M.H. Kypux JIL.M.
HepxaBHa ycraHoBa «HamioHanmpHuN  1HCTUTYT (QTH31aTpii 1 MYJIBMOHOJOTIT  1M.
®.I'. SnoBcbkoro HarmioHaneHOi akameMii MeEIMYHUX HAyK YKpaiHW», BiIAIICHHS
OpOHXOOOCTPYKTUBHHUX 3aXBOPIOBaHb JieTeHb, M. KuiB

5. | unen-kop. HAMH Vkpainu, 1.M.H., npod. ["aBpuciok B.K.
HepxaBna ycranoBa «HamioHanpHuit 1HCTUTYT (QTH3iaTpii 1 MYJIBMOHOJOTIT  1M.
@.I'. SInoBchkoro HamioHanbHOT akagemii MEIMYHUX HayK YKpaiHW», KIHIKO-(YHKIIOHAJbHE
BigiaeHHsa, M. Kuis

6. | 1.M.H., npod. Ammna JI.O.

HepxaBna ycranoBa «HamioHanpHui  1HCTUTYT (QTH3iaTpii 1 MyJIBMOHOJOTIT  1M.
®.I'. SnoBcbkoro HarionaneHoi akagemii MeIWYHUX HAyK YKpaiHW», BIIAUICHHS
JIarHOCTHKH, Tepanii Ta KJI1HIYHOi (papMaKoIorii 3aXBOPIOBaHb JereHb, M. Kuin
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7. | mikap Cmosstamit O.11.
KomynansHe HekoMmepiliiiHe mianpueMcTBo «Ojechka oOiacHa KiiHIYHA JikapHs» OnechKoi
00J1acHO1 paany, MyJIbMOHOJIOTTYHE BijaiieHHs, M. Oneca

8. | n.m.H., mpod. CranicnaBuyk M.A.
KomyHnanpHe HekoMmepliiiHe MiaAnpueEMCTBO «BiHHMIIBKA OOJIacHa KJIiHIYHA JIKapHS M.
M.L. TluporoBa BinHupKoi 00MaCHOI pagu», OONACHUHA JIKYyBaJbHO-AiarHOCTUYHUI
MyJIbMOHOJIOT1YHUHM TIeHTp, M. BiHHUIIA

9. | k.M.H., mouent Tpunryk H.M.
HaByanbHO-HAyKOBUH MEIUYHUN KOMIUIEKC «YHIBEPCUTETChbKA KIiHIKa» XapKiBChKOTO
HAI[IOHAIBHOTO MEAMYHOTO YHIBEPCHTETY, KOHCYJIbTaTHBHO-AIarHOCTHYHA TOJIKIIIHIKa,
M. XapKiB

10. | mixap Bemmuxo H.B.
KomynansHe HekoMepIliiiHe mianpueMcTBo «Micbka JikapHsa Ne2» 3anopi3pkoi MIChKOT paau,
TEpaneBTHYHE BiTUICHHS, M. 3alIOPIKKS

11. | k.m.H. KpacHokyrcekuit C.B.
Menuko-caHiTapHa 4YacTHHA TPUBATHOTO  aKLIOHEPHOTO TOBAPUCTBA  «XapKiBCHKHM
TPaKTOPHUH 3aBO/», TEPANEBTHYHE BIJIICHHS, M. XapKiB

12. | a.m.H., npod. [leBuyk C.B.
HaykoBo-mocimignuit  iHCTUTYT pealumiTaiii ocid 3 I1HBAIHICTIO (HAaBYaJIbHO-HAYKOBO-
JTIKYyBaJbHUM KOMIUIEKC) BIHHUIIBKOTO HAIlOHAJIBHOTO MEIWYHOTO YHIBEPCUTETY iM.
M.I. Tluporoma, mMyJIbMOHOJIOTIYHE BIJAUICHHS, BIHHUIBKHI HaIlIOHATBHUN MEIUYHUN
yHiBepcuteT iM. M.I. Tluporosa, kadenpa BHyTpimHbpo1 Meguumuau Ne2, M. BinHuns

13. | n.m.H., ipod., ['upina O.M.
JIikyBanbHO-/1arHOCTUYHUIM  IIEHTp  TOBapuUcTBA 3  OOMEXKEHOI  BiJINOBIJANBHICTIO
«JlikyBasibHO-IarHOCTUYHUN LIEHTP «AnoHic [Tntocy, amOynaTopue BiaiiaeHHs, M. Kuis

14. | x.m.H. ['onko O.D.
JlikyBasIbHO-A1arHOCTUYHUN IIEHTP TOBAPUCTBA 3 OOMEKEHOIO BIAMOBITATBHICTIO «Meanaamit
TIKyBaJIbHO-T1arHOCTUYHUH IEHTp «Meniony, moikiainigyHe BiaaineHHs, M. [lontasa

15. | n.m.H., mpod. Kononkina JI.I

KomyHnaneHe Hekomepiiiiine mianpueMctBo «Micbka KiiHiYHA JikapHs Ne6» JIHIIpoBChKOT
MICBKOi pajad, KOHCYJIbTaTHUBHO-AIarHOCTMYHE BIAAUIEHHS, JIHIMPOBCHKUI Jep:KaBHUM
MEIMYHUNA YHIBEPCUTET, Kadeapa BHYTPIIHBOI MenuuHu 1, M. JIHinpo
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Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 833 Bix 28.04.2021

HasBa kjiHI9HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

«52-THKHEBE, paHJAOMI30BaHe, TMOJBIHE CIime, 3 MOABIMHUM MAacKyBaHHSM, 3 KOHTPOJEM ILIanedo Ta
aKTUBHUM KOHTposieM pociimkeHHs (Poduyminact, Hamipecn® 500 MKr), mo MOpoBOAWTHCS B
napajeIbHUX Ipynax 3 METOI OLIHKM e(peKTHBHOCTI Ta Oe3mevyHocTti aABox 103 mpenapary CHF6001 y
(dhopmi cyXxoro mopouIKy Jisl iHTAJALINH, 10 JOJAI0ThCS 0 MIATPUMYIOUO0l MOTPIHHOI Teparlii y Halli€HTiB
i3 XpOHIYHUM OOCTPYKTHBHUM 3axBoproBaHHsM JereHb (XO3JI) ta xponiunum Oponxitom», CLI-
06001AA1-05, Bepcis 1.0 Bing 20 nucronana 2020 poky

3asiBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JIEBEJIOIIMEHT YKPAIHA»

Cnoncop, kpaiHa

«K’e31 dapmarnieBtiui C.m.A.» [Chiesi Farmaceutici S.p.A.], Itanis

CynyTHi
Marepiaiau/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasnbHoro qupekropa Jupexropary
(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonatok 17

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 37I0pOB’sl YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi 3MiHa Miclig TPOBEEHHS KIIHIYHOTO BUTPOOYBaHHS !

IIOIIPaBKH

byno

Cramno

I.M.H., mpod. 'Humopudos A.M.

I.M.H., ipod. 'Humopudos A.M.

MenuuHuii LEHTp TOBapUCTBa 3 OOMEXEHOI | MequuHuii ILIEHTp TOBapucTBa 3 OOMEXKEHOIO
BIJIIIOBIJAJIBHICTIO «PeBMoOIIEHTPY, BIJUILI | BIATIOBIJANBHICTIO  «IHCTUTYT  peBMATONOTII»,
KIIHIYHUX JOCIIIKEeHb, M. KHiB BIIIUT KITIHIYHUX gociimkeds Nel, m. Kuis

Howmep Ta nara Hakasy Ne 1468 Big 21.11.2017

MO?3 11010 3aTBEpPIHKEHHS

KJIIHIYHOTO BUITPOOYBaHHS

Hazga kiiHiuHOTO «PangomizoBane, mojsiiiHe ciine gochimxeHHs, |l da3u, mis mopiBHSHHA mpenapaTy YnagaluTUHIO

BUIIPOOYBaHHS, KOJI,
BepCis Ta JaTa

(ABT-494) 3 mame6o Ta 3 agamiMyMaOoM y MAI[iEHTIB 3 aKTHBHUM IICOPIATHYHUM apTPUTOM, SIKi MAIOTh B
aHaMHe31 HeaJeKBAaTHY BIJIINOBIAb MpPHUHAWNMHI Ha OJMH HEOIOJIOTIYHUN XBOpP0OO-MOIU(DIKYIOUUI
npotupeBmatnyHuii npenapat (XMIIPIT) — SELECT — PsA 1», M15-572, 3 iHKOpHOpOBaHUMHU
aaMmiHicTpaTUBHUMH 3MiHamu 1, 2, 3, 4 1 5 ta [lompaBkamu 1, 1.01 (mns VHP xpain) 2, 3, 4, 5 ta 6 Bix
15 tpaBus 2020 poky

3asBHUK, KpaiHa «E066Bi biodapmaceroTikan3 I'm6X», lIBelinapis

CrioHcop, kpaina AbbVie Inc., USA

CynyTHi —
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

dapmaneBTHYHOrO 3a0e3MeYeHHSA Isan 3A/IBOPHUX




Jonatok 18

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sl YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

3MiHa BIAMOBIJAIBHOTO JOCTIAHUKA Ta 3MiHA HA3BU MiCIIS MPOBEICHHS KIIIHIYHOTO BUMPOOYBaHHs; 3MiHa
Ha3BU MICIIb TPOBEICHHS KJIIHIYHOTO BUIPOOYBaHHS:

byno Crano

nikap [Tumunenko I'.B., nikap Horaesa JL.I.,

Komynanenuit 3akman «Yepkacbkuii obnmacuuii | KomyHanpHe — HeKoMepuiiiHE — HiANPHEMCTBO
OHKOJIOTIYHUH nucnaHcep» Yepkacbkoi o0OmacHoi | «Uepkachbkuit obnacHui OHKOJIOT1YHU I
pamu, OOmacHW JIKyBaJbHO-AIarHOCTHYHUM | qucmancep  YUepkacbkoi — oOmacHOi  paamy,
reMaToJIOTIYHMM eHTp, M. Uepkacu Oo6nacHuit JKyBaJIbHO-A1arHOCTUYHUHN

reMaTOoJIOTTYHHI eHTp, M. Yepkacu
JI.M.H., mpo¢. I'oteko E.C., I.M.H., mpod. ['oteko E.C.,

[lenTpanpHa Micbka KiiHIYHA JikapHs, Micekuii | KomyHanbHe ~ HEKoMepIiiiHE  MIAIPUEMCTBO
OHKOJIOT1UHMM  1eHTp, JepxaBumii Bummi | «lleHTpanbHa  Micbka  KJIiHIYHA  JIIKapHS»

HaBYaJIbHUN 3aKJ1aj «YKropoacbkuil | Ykropoacbkoi — Micbkoi  paau,  Micbkuii

HalllOHAIBHUI yHIBEpCUTET», KadeIpa OHKOJIOTIi | OHKOJOTIUHUM  1eHTp, JlepkaBHuMil  BHIIMIA

Ta paxpionorii  (akyabTeTy MICIAIUILIIOMHOI | HAaBYAIbHUN 3aKJI1a]] «YKropoJIChbKHI

OCBITH Ta JOYHIBEPCHUTETCHKOI MiJrOTOBKM, M. | HAI[lOHAJIbHUHN YHIBEpCUTET», Kadeapa OHKOIOTii

VYxkropon Ta pajaioiorii  QaxyapTeTy MiCISTUIUIOMHOL
OCBITH Ta JOYHIBEPCUTETCHKOI MiJArOTOBKH, M.
Yxroponu

3aB. Bia. lllesus C.I1., 3aB. Bij. [llesns C.I1.,

[Toninecpkuii perioHaidbHUM IeHTp oHKouoTi, | KoMyHalbHe  HEKOMepIiiiHE  MiAIpPUEMCTBO

BiJIIUIEHHS XiMioTepartii, M. BiHHuUIs «[TominbCcbkuil perioHaIbHUKA LEHTP OHKOIOTIi

Binnunpkoi  ob6macHoi  Pagm»,  BigmiieHHs

ximiorepanii, M. BiHaus
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Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 2313 Bix 12.12.2018

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«Binkpure mocnimkenHs 1 ¢asu, mo Boepiie IpoBOIUTHCS Ha JIOAWHI, 3 eckanamiero qo3u MGDO013,
oicnerudigunoro DART® mporeina, mo 3B's13ye PD-1 ta LAG-3 y mamieHTiB 3 HeorepadeapbHUMHU ab0
MeTacTaTHYHUMH HOBOYTBOopeHHAMN», CP-MGDO013-01, 3 inkoprnopoBaHoto nonpasBkoro 6 Big 09 uepBHs

2020 poky

3asBHUK, KpaiHa

TOB «KLIP Ykpaina»

Cnoncop, kpaiHa

Makxkpo/Ixenikc, [nk. (MacroGenics, Inc.), CIIIA

CynyTtHi
Marepiaiau/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasnbHoro qupekropa Jupexropary
(apmManeBTHYHOTO 3a0e3MeYeHH

Isan 3AZIBOPHUX



Jonatok 19

70 Haka3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

BxroueHHs 0JaTKOBOTO Miclisl TPOBEICHHS KIIIHIYHOTO BUITPOOYBAaHHS .

Ne I1.1.B. BiAIOBIZAJILHOTO JHOCHITHUKA
/1 Ha3zpa Micuig mpoBeieHHS KJIIHIYHOTO BUITPOOYBAaHHS
1. K.M.H. Bacunbsesa JI.1.

Komynanene mianmpueMctBo «/IHimporneTpoBchKuii 001acHU KITHIYHUNA HEHTP KapioJorii Ta
Kapaioxipyprii» JIHImponeTpoBChKOi 001acHOT paany, BiIAUICHHS Kapaionorii, JIHImpoBChKui
JIepKaBHUN MEIMYHUHN YHIBEpCUTET, Kadeapa BHYTPIIHBOT MeTUIMHA 3, M. JIHIpo

Howmep Ta nara Hakazy
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 2917 Bix 15.12.2020

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararonieHTpoBe, paH10Mi30BaHe, MOABIMHE cllile, MIanedo KOHTPOJIbOBaHE, B MapajielbHUX Ipynax, B
MOCJIIJOBHUX TpyIax, aAanTUBHE KIIHIYHE JOCTIIKEeHHS 3 a3y 3 HACTYIHUM BIAKPUTUM HPOJIOBKEHUM
NepioIoM Ul OLIHKM €(EeKTUBHOCTI Ta O€3MeYyHOCTI JIIKYBaHHS CeJIEKCIIaroM sIK JIOMOBHEHHS [0
CTaHJIapTHOI Tepamii y HalieHTiB 13 HeonepaOenbHO0 abo CTIHKOIO / PEeLUIUBYIOUOIO MiCis XIPYpriyHOTO
Ta / a0 IHTEPBEHLINHOIO JIIKYyBaHHS XPOHIYHOIO TPOMOOEMOOIIUHOI0 JIeTeHEeBOIO TinepTeH3ieoy», AC-
065B302, 3 monpaskoro 3, Bepcis 4, Bix 29.09.2020 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CrnoHcop, kpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris
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CynytHi —
MaTtepiaiu/mpenaparu
CyIyTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary
(papmaneBTHYHOrO 3a0e3ne4YeHHS IBan 3AZIBOPHUX




Jonatox 20

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIIKAPCHKHX 3aC00iB Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

3MiHa BiAMOBIJAIILHOTO JIOCIITHUKA, 3MiHAa HA3BH MICLI TPOBEICHHS BUITPOOYBAHHS !

byno

Craino

J.M.H. 1po¢. ‘HOHOBCBKa T. M‘

[epxaBna ycraHoBa «IHCTUTYT  MEIUYHOI
pamionorii im. C.II. I'purop’eBa HarmionansHOT
akajgeMii MeIUYHUX HAayK YKpaiHw», BiJIICHHS
KJIHIYHOI OHKOJIOTii 3 TpYHOK TeMaToJoTii,
M. XapKiB

nikap ['omyGesa JI. B.

epxaBHa  ycrtaHoBa  «JHCTUTYT  MEIMUYHOIL
panionorii Ta onkonorii im. C.II. I'purop'eBa
HarmionaneHoi akanemMii MEIUYHUX HAyK YKpaiHuy,
BIIIIIEHHS KIIIHIYHOI OHKOJIOTII 1 reMaTonorii, M.
XapkiB

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

Ne 1753 Bix 06.08.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PannomizoBane mnoxsiiiHe ciine gociimkeHHs ¢aszu I, mo nmpoBoauThCA y mapajelbHUX Tpynax 3
METOI0 TOPIBHSAHHA €(QEKTUBHOCTI, O€3MEeYHOCTI Ta IMYHOI'€HHOCTI 3alpollOHOBAHOTO Ol0CUMIISPY
npenapaty Putykcuma® (DRL_RI) 3 nmpenaparom Mabtepa® y maii€eHTiB 13 paHille HEIIKOBAHOIO
¢domnikynspHoto giMmpomoro ctaaii -1V 3 HU3bKUM MyXJIMHHUM HAaBaHTAKEHHSM Ta €KCIIPECIEI0 KIIACTepy
mudepenniroands (CD)20y», RI-01-006, Bepcis 4.0 Big 04 muctomana 2020 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Vkpaina»

CnoHcop, kpaiHa

Dr. Reddy’s Laboratories S.A., Switzerland / [Ip. Penni’c JIaboparopiz C.A., IlIseiinapis
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CynytHi —
MaTtepiaiu/mpenaparu
CyIyTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary
(papmaneBTHYHOrO 3a0e3ne4YeHHS IBan 3AZIBOPHUX




Jonatok 21

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455

23.06.2021 Ne 1265
Inentudikarnis cyrreBoi 3MiHa HA3BH MICIIS TPOBEACHHS KIIIHIYHOTO BUITPOOYBaHHS .
MIOTPaBKU byno Crano
n.M.H. Pe3niuenxo H.IO. I.M.H. Pe3niuenko H.1O.
BilicbkoBuii rocmiTanp  (BificbkoBa uacTuHa | BilicbkoBuEl rocmiTanb  (BifiCbKOBa 4YacTHHA
A3309) BIMCHKOBO-MEIUYHOTO kiiHigHoro | A3309) BIMCHKOBO-MEIUYHOTO KJIIHIYHOT'O
nentpy IliBgenHoro perioHy, TtepamneBTu4He | HeHTpY CXimHOTO  perioHy, TepamneBTUYHE

BiJIiIcHHs (3 MajaTaMH JUIS HEBPOJIOTTYHHMX Ta
JICPMATOBEHEPOJIOTIYHUX XBOPHX), M. 3aIOpixIKs

BITIJICHHS (3 MajlaTaMH Il HEBPOJIOTIYHUX Ta
JIepMaTOBEHEPOJIOTIYHUX XBOPHUX), M. 3aIOPIKIKS

Howmep Ta nara Hakasy
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 1636 Bix 20.07.2020

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

PanpnomizoBase, moBiiiHe ciline JOCTIJKeHHs (pa3u 3, 110 MPOBOIUTHCS B MapaledbHUX Ipyax 3 METOO
MOPIBHSIHHS €(EKTUBHOCTI, O€3MEeKH Ta IMYHOI€HHOCTI 3alpOlOHOBAHOro 010MO0JIOHOrO JIIKapChKOIO
3aco0y Ycrekinymab FYB202 ta npenapara Ctenapa y namieHTiB 3 OJISIIKOBUM IICOP1a30M CEPEIHBOTO
Ta BAXKKOTO cTymeHs Tsokkocti, FYB202-03-01, ¢inansna Bepcis 1.0 Big 30 ciuns 2020p.

3asBHHUK, KpaiHa

TOB «BOPJIJIBANJI KJITHIKAJI TPAIJIC YKP»

Cnoncop, kpaiHa

«bioex I'M6X», Himeuunna (bioeq GmbH, Germany)

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepasibHoro aupexkropa /lupekropary
(apManeBTHYHOTrO 3a0€3neYeHHsA

IBan 3A/IBOPHUX




JonaTok 22

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi Omnosniena Opomypa gocmigauka BAY 1841788, Bepcis 6.0 Big 04 Gepesns 2021 poky, aHIIIHCHKOO
IIOIIPaBKH MoBOI0; [IpooBkeHHs TepMiHY pOBENeHHS JoCiKeHHS B YKpaini g0 30 mumas 2021 poky

Howmep ta nata Hakasy -
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Hasga xiiaiuHOTO «MiKHapOJHE paHAOMI30BaHE TMO/BIHE ciime rane6o-KoHTpoiasoBane nocmikenns Il ¢aswy,

BUIIPOOYBaHHS, KOJI, CIIpsMOBAaHE Ha BM3HAYeHHS e(PEeKTHBHOCTI 1 Oe3meuHocti mnpemnapary papoiyramin (ODM-201) y

Bepcis Ta JaTa YOJIOBIKIB 3 HEMETACTaTUYHUM FOPMOH-PE3UCTEHTHUM PAaKOM MEPEIMIXypPOBOi 3aJ103U BUCOKOTO PU3HKYY,
BAY 1841788 /17712 ARAMIS, Bepcis 5.0 3 inkopriopoBaHoto nonpaskoro 04 Bix 06 mumast 2019 poky

3asiBHUK, KpaiHa TOB «KuniniuHi focnimkeHHss ARKOH», YKpaiHa

CrnoHcop, kpaina baitep AI', Himeuunna

CynyTHi —

MaTepiajau/npenapaTu

CYNyTHBOI Teparii

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




JonaTok 23

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOIPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455

23.06.2021 No 1265
Inentudikarnis cyrreBoi Bpomrypa gociinnuka st npemnapary STELARA® (ustekinumab), Buganus 22 Big 17 mororo 2021 poKy;
MOTIPaBKH 30UTbIICHHS] KUTBKOCTI TMAIIE€HTIB, SKI MPUAMAIOTh Y9acTh y KJIIHIYHOMY BHIIPOOYBaHHI Ha TEPUTOPIl
VYkpainu, 3 200 no 211 oci6; [logoBkeHHS TPUBAIOCTI KIIHIYHOTO BUIIPOOYyBaHHS B YKpaiHi 10 31 rpyaHs
2021 poky
Howmep Ta nara Hakasy Ne 16 Big 13.01.2016

MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3ssa xiiniuyHoro «Pangomi3zoBaHe, MOJBIMHE CIiNe, MIanedo-KOHTPOJIbOBaHE, 0AraToIeHTPOBE AOCTIHKEHHS (Ga3u 3, 1m0
BUIIPOOYBaHHS, KOJI, IIPOBOJIUTHCS B TapayieIbHUX TIpymax JUIs OLIHKM Oe3meyHoCTI Ta e(QEKTUBHOCTI 3aCTOCYBaHHS
BepCis Ta JaTa ycTekiHymMaly [7s 1HAYKIIMHOI Ta HIATPUMYIOYOI Teparii y Y4YacHHUKIB JIOCHIKEHHS 3 aKTUBHUM

BHUPA3KOBUM KOJITOM CepelHbOro abo BaXKoOro crymeHs TsokkocTi», CNTO1275UCO3001, 3
1HKOpropoBaHoto nornpaskoro 2 Big 20 kBiTHS 2016 poky

3asiBHUK, KpaiHa TOB «(ITAPEKCEJI Vkpaina»

CrnoHcop, kpaina «Aunccen-Cinar Iarepuemnn HBy», benbris
CynyTHi —

MaTepiaau/npenapaTu

CYNyTHBOI Teparii

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




Honatok 24

70 Haka3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikaris cyrreBoi
MOTIPaBKH

3anmyuyeHHs JOAATKOBHUX MICIb IPOBEACHHS BUMPOOYBaHHS:

Ne [1.1.b. BiAMOBiAaIBHOTO TOCIITHUKA

/1 Ha3zpa Micuig mpoBeieHHS KJIIHIYHOTO BUITPOOYBAaHHS

1. | 3aB. nearpom ITuBoBaposa H.IT.
KomyHaneHe HekoMepuiliHe mianpueMcTBO «BiHHMIBKAa oOJacHa KIiHIYHA JIKapHS iM.
M.IL. IMuporosa Binnuipkoi obmnacHoi paau», odmacuuii Llentp Hedpomorii Ta miamizy (o6
[{Hra/l), BimiieHHS XpOHIYHOTO reMoIiani3y, M. BiHHUIA

2. | nmixap Xoxoc B.M.
KomyHaneHe HexkomepiiiiHe mianpueMctBo «Micbka kiiHIuHA JikapHi NelO» Opecbkoi
MiCBhKOi panu, BiaaineHHs yposorii Nel, M. Oneca

3. | n.m.H., mpod. MapTurrox JIIT.
KomyHaneHe HekoMepuiiiHe miANpueMcTBO «TepHONNIbCbKAa YHIBEPCUTETChKA JIIKApHS»
TepHOMUIBCHKOT 00aCHOT pajy, BiIUIJICHHS TeMojianizy, TepHOMIbChKUI HalliOHAIbHHIA
meauuHuil yHiBepeutet imeHi 1.5, T'opbauescbkoro MiHicTepcTBa OXOPOHH 3/10pOB'st YKpaiHu,
kadenpa BHyTpiiHbO1 MenuiuHu Ne3, M. TepHonisib

4. | x.m.H. Ctpnxak B.B.

KomyHanpHe HexoMmepIiiiHe MiANPHUEMCTBO «3aKaprarchbka obyiacHa KJIIHIYHA JIIKapHs IMEeH1
Anzpis Hopaka» 3akapmarcbkoi oOyiacHOi paju, BiagineHHs Hedpoiorii Ta MporpamHOro
reMo/Iianizy, M. Y KropoJ
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5. | 3aB. nentpy Pomancekuii C. 1.

Komynanene HekoMmepuiiiHe minnpuemMctBo «lleHTpanbHa MmichKa KiiHIYHA JikapHs IBano-
dpaHKIBCHKOT MICHKOI pajiu», IEHTP HedpoJIoTii Ta aiaiiszy, M. IBaHo-DpaHKiBCHK

6. | 3aB. Bix. Kopueera C.I1.

KoMmyHnanpHe HeEKkoOMepIiiHEe MIANPUEMCTBO «3amopizbka oOJlacHa KIIHIYHA JIKApHS»
3arnopi3bpkoi 001acHoi pau, BiAIeHH He(poIorii Ta miamizy, M. 3aopioKs

7. | mikap Kyuma [JI.

MenuuHuii EHTp BiZOKpemieHoro migpo3ainy «Hedponoriuna kiinika npodecopa Amurpa
IBaHOBa» TOBapHCTBA 3 OOMEKEHOIO BiIIOBITANIbHICTIO «MeauyHa nmpakTukay, M. Kuis

Howmep ta nara Hakasy
MO3 110110 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1012 Bix 24.05.2021

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«MiKHapoaHEe, paHI0Mi30BaHe, TIOJBIMHE CIIiIe, IIane00-KOHTPOIHLOBAHE JOCTIKEHHS 3 METOK0 OI[iHKH
BIUTUBY IIMKJIOCUJIIKATy IIUPKOHIIO HATPiI0 HA CEpPILIEBO-CYIMHHI HACHIKU, MOB’S3aHI 3 apUTMIEI0 B
YYaCHHKIB 3 PEIMIUBYIOUOIO TillEpKaJiEMI€I0, SKi 3HAXOAATHCS Ha XpoHiuHOMYy remonianizi (DIALIZE-
Outcomes)», D9487C00001, Bepcist 1.0 Bix 13 ciunsg 2021 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

Cnoncop, kpaina

AstraZeneca, AB, Sweden

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX




JonaTtok 25
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

ITonpaska Ne 1.0 Bim 02 kBiTHs 2021 p. mo Hocke mocmimkyBanoro npemnapaty CHF 5993 pMDI (xon
nokymenty CLI-CHF5993-TEST-IMPD-MAIN-00738), Bepcist 1.0 Bix 16 uepBHst 2020 p. aHIIIHCHKOO
MOBOI0; 3ay4eHHs I0JaTKOBOTO MICIISl IPOBEACHHS KJIIHIYHOTO BUNIPOOYBaHHS:
No [1.I.6. BiIMOBIAIEHOTO JOCITITHAKA

/1 Hazpa Micuis mpoBeieHHS KJIIHIYHOTO BUITPOOYBaHHS

1. | x.m.H. ['onko O.D.
JlikyBaJIbHO-TIarHOCTUYHUH IIEHTP TOBAPHUCTBA 3 OOMEKEHO BiAMOBINAIBHICTIO «MennaHuit
TKyBaJIbHO-A1arHOCTUYHUH 1IeHTp «Meniony, monikiiHiuHe BigaineHHs, M. [Tontasa

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

Ne 422 Bin 10.03.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«MixnapoaHe, 6araTolieHTpOBE, paHAOMi30BaHe, oABIHE ciine gociimkeras ¢asu |l y 2 mapanensaux
rpynax TPHUBAIICTIO 52 THXKHI 3 METOK IHOPIBHSAHHA €(EeKTUBHOCTI, Oe3NeKH Ta MEepeHOCHMOCTI
(iKcoBaHUMX 1103 TOTpiMHOI KoMOiHalii «OexkiIoMeTa3oH JumpomnioHar, ¢opMoTeposn ¢ymapar 1
riikomniposiit 6pomiay (CHF 5993) i dikcoBanux 103 moaBiitHOT KOMOIHAIT «OEKIIOMETa30H JUMPOMIOHAT
i popmotepon pymapar» (CHF 1535), o6unsi 3 sskux BBOIATHCS 4epe3 iHramstop PMDI, y mamienTis i3
XpOHIYHUM OOCTPYKTUBHUM 3axBoproBaHHsM JjereHb (XO3JI)», CLI-05993AA3-06, Bepcis 1.0 Bin
21 tpaBHs 2020 poky

3asiBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI IEBEJIOIIMEHT YKPAIHA»

CnoHcop, kpaiHa

«K’e31 @apmanentivi C.im.A.» [Chiesi Farmaceutici S.p.A.], Itanis
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CynytHi —
MaTtepiaiu/mpenaparu
CyIyTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary
(papmaneBTHYHOrO 3a0e3ne4eHHs IBan 3AZIBOPHUX




JonaTok 26
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sl YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

Poznin 2.6.1. JlokniHiyHEe MHCbMOBE pe3loMe — BCTyIHa 4dacTuHa, Bepcis Big 07 Gepesns 2017 poky.
Po3min 2.6.2. JloxiiHidyHe MHCEMOBE pe3tomMe — (apmakouoris, Bepcis Bin 14 6epesns 2017 poxy. Po3nin
2.6.3. TabnuyHuii KOpPOTKUI BUKIAI (DapMaKoOJOTIUHHUX BIACTUBOCTEH, Bepcis Bim 25 nmcromana
2016 poky. Po3nin 2.6.4. JloxmiHiuHe MHCEMOBE pe3toMe — (papmakokiHeTuka, Bepcis Bix 14 tpasas 2019
poky. Pozain 2.6.5. Tabnuunuii KopoTKuid BUKIA] (hapMakoKiHETHKH, Bepcis Big 16 TpaBua 2019 poky.
Po3min 2.6.6. JlokiiHiuHE MHCEMOBE pe3tOMe — TOKCHKOJIOTs, Bepcis Bix 25 nucronana 2016 poky. Po3nin
2.6.7. TabnuyHuil KOPOTKUN BHUKIAJ TOKCUKOJIOTLI, Bepcis Bin 25 nmuctonana 2016 poxy. EnexkrpoHHuit
HIOACHHUK: 3BIT 3 ekpany. Kypc HaBuaHHs koMmaHii «AcTpa3eHeKay Ui YIaCHUKIB JOCIIIKSHHS, BEpCis
Bix 27 kBiTHA Bix 2020 poky yKpaiHCbKOIO MOBOIO. ENEKTpOHHHH IIOJIEHHMK: 3BIT 3 €KpaHy. AHKeTa
mozao crany 310poB’st EQ-5D-5L, Bepcist 1.00 Big 14 xBitHs 2021 poKy, yKpaiHCHKOIO Ta aHTJIHCHKOIO
MoBaMu. EnekTpoHHU# MI0JIeHHUK: 3BIT 3 ekpaHy. TecToBUI KOHTPOJIb 3HaHb ydacHHKa, Bepcid 1.00 Bix
10 kBiTHS 2020 poKy, YKpaiHCHKOIO Ta aHIJIINCHKOIO MOBaMHU. EJEKTpPOHHMI IIOJAEHHUK: 3BIT 3 €KpaHy.
HaBuansHe Bineo ans yuacHukiB, Bepcis 1.00 Bixg 10 xBitHS 2020 poky, YKpaiHCBKOIO Ta aHIJIHCBHKOIO
MoBamMH. EJEeKTpoHHMI WHIOAEHHMK: 3BIT 3 €KpaHy. I[HCcTpykumii Ta onuTyBanbHUKH, Bepcid 1.00 Bifg
14 xBiTHs 2021 poKy, yKpaiHCBKOIO Ta aHTJIHCHKOI MOBaMHU. EJNEKTpOHHHUH IIOAEHHUK: 3BIT 3 €KpaHy.
3aranpHa omiHKa manieHToM nepeHocumocti JikyBanHs (PGI-TT) , Bepcis 1.00 Bix 14 xBitHs 2021 poky,
YKpaiHCBKOIO Ta aHTIIIHCHKOI0 MOBaMH. ENEKTpOHHUI MOAEHHUK: 3BIT 3 ekpaHy. «OmuryBansHUK PRO-
CTCAE, Bepcis 1.00 Bix 14 kBitHa 2021 poky, YKpaiHCHKOIO Ta aHIJIINHCHKOIO MOBaMU. EnexTpoHHUI
IIOACHHUK: 3BIT 3 ekpany. OmurtyBamsHuK QLQ-C30, Bepcis 1.00 Bix 14 kBiTH 2021 poKy, yKpaiHCHKOO
Ta aHriiicbko0 MoBamu. EnekTpoHHuil moaeHHUK: 3BIT 3 ekpany. OmurtyBanpHuk QLQ-OV28, Bepcis
1.00 Bix 14 xBitHS 2021 poKy, YKpaiHCHKOIO Ta aHTJIIHCHKOI MOBaMHU. EJEKTpOHHMI IMIOJEHHUK: 3BIT 3
exkpany. HaragyBaHHs mpo 3amoBHEHHS omnuTyBajbHHMKa, Bepcis 1.00 Bim 14 xBitHa 2021 poky,
YKpaTHChKOIO Ta aHIIIHChKOI0 MOBaMH. ENeKTpOHHUH 110/IEHHUK: 3BIT 3 ekpaHy. [loBTOpHE HaragyBaHHS
PO 3alOBHEHHs onuTyBaibHUKA, Bepcis 1.00 Bix 14 xBiTH 2021 poky, yKpaiHCBKOIO Ta aHIJIHCHKOIO
MoBamH. EnekTpoHHUI 1IOJIEHHUK: 3BIT 3 ekpaHy. HaBuanbHuii Mmoayis (HeoOoB’sa3koBe), Bepcis 1.00 Bix
26 xBiTHA 2021 poKy, YKpaiHCBKOIO Ta aHTJTIMCHKOI0 MOBAMHU.
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Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 1012 Bix 24.05.2021

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

PanpnomizoBane, mojnBiliHe ciiine, mane0o-koHTposnboBane, pocmikeHHs |l ¢asu minrpumyrouoi
MoHoTeparii ojamapubom y ydacuukiB 3 BRCA Wild Type posnoscromkenum (FIGO cragis I1-1V)
BHCOKOJAU(EPEHIIIHOBAaHUM CEPO3HUM ab0 CHIOMETPIOIAHMM pAaKOM SE€YHUKIB TICHIS BIAMOBIAI Ha
CTaHJapTHY IUTATHHOBMICHY XimioTteparrito nepmioi ainii (MONO-OLAL) , D9319C00001, Bepcis 1.0 Bix
17 rpynus 2020

3asBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

Cnoncop, kpaiHa

AstraZeneca AB, Sweden

CynyTtHi
Marepiaiau/mpenaparu
CYNYTHBOI Tepamii

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




Jonatok 27

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHH JI0 fojaTka Ne 9 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455

23.06.2021 Ne 1265
Inentudikarnis cyrreBoi 3MiHa HA3BH MICIIS TPOBEACHHS KIIIHIYHOTO BUITPOOYBaHHS .
MIOTPaBKU byno Crano
nikap, Tapacenko O.M. nikap, Tapacenko O.M.

KomynaneHe  HekoMmepuiiiHe — miampueMcTBO | KomyHampHe — HEKoMepuiiiHE — MiAPHEMCTBO
«KuiBcbka wMicbka kiiHiuHa JikapHs Ne3» | «KuiBcbka Michka KIiHIYHA JikapHa — Ne3y
BUKOHABUOro oprany KwuiBcbkoi MIChKOi paau | BUKOHaBYOro opraHy KwuiBcbkoi MiChKOI paam
(KuiBchkoi Mmichkoi jaepxkaBHOi amMinicTpairii), | (KuiBcbkoi MiChKOI JIep)kaBHOI aaMiHiCTpallii),
BiJUTUICHHS peBmarosorii, M. Kuis Kapai0JIoTiyHe BIJUTIEHHS 3 [1aJIATOO
IHTEeHCUBHOI ~ Tepamii, B T.4. 3 JDKKaMu
1H(apKTHOTO Ta PEBMATOJIOTIYHOTO Mpodisito,
M. KuiB

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

HasBa xiriHiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«bararouentpoBe Bigkpute npoaoBxkeHe nociipkenns (BIIJI) ¢dasu 2 3a yuyacTi marieHTiB, XBOpUX Ha
PEBMATOINHUN apTPUT, K1 3aBEPIIMIN Y4acCTh y TOMEPEAHHOMY PaHIOMI30BAaHOMY KOHTPOJIHOBAHOMY
BunpoOyBanHi (PKB) ¢a3u 2 3 omiHroBanHs mnpemapary YmnagauutuHio (ABT-494)», M13-538, 3
IHKOPIIOPOBaHWMU aaMiHICTpaTUBHUMHU 3MiHamu | Ta 2 ta mompaskamu 0.01, 0.02, 0.03, 1,2, 3,4, 512 6
B2 01 rpynus 2020 poky

3asiBHUK, KpaiHa

«E60Bi biopapmacsrotikan3 I'moX», IlBeiiapis

CnoHcop, kpaiHa

Abbvie Inc, CIILIA
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CynytHi —
MaTtepiaiu/mpenaparu

CYITYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
dapmaneBTHYHOIrO 3a0e3MeYeHHS IBan 3A/IBOPHUX




JonaTok 28
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 37I0pOB’sl YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

OnHoBIleHU TIPOTOKOJ KJIIHIYHOTO BUIIPOOYBaHHS, Bepcis 7, mompaBka 6 Big 04 Oepesns 2021 p.; 3mina
Ha3Bu KiiHiyHOrO BUnNpoOyBanHs; Ulionomxki bi.Bi. 1704R2133 Vkpaina Iadopmariiinmii aucTox i
¢dopma iHbopMoBaHOi 3roau OarbkiB_ Bepcig 2.1.0 Big 15 ciyns 2021p., yKpaiHCBKOIO Ta POCIHCHKOIO
moBamu; Illionomki bi.Bi. 1704R2133 Vkpaina Iadopmamis mis mamienta ta (opMa MOBTOPHOL
iH(hOpMOBaHOI 3ro/In 7S MAIIE€HTIB, SKUM MiJ Yac y4acTi B JOCTIIKEHHI BUIIOBHUIIOCH 18 poKiB_ Bepcis
2.1.0 Bim 15 ciuas  2021p., ykpaiHCchkOlO Ta  pociiicekoro  MoBamu;  lllioHOMKI
bi.Bi. 1704R2133 Vkpaina Indopmaris 11 namienta ta popma iHpopMOBaHOI 3r011 HEMOBHOIITHHOTO
BikoM 14 - 17 pokiB_Bepcist 2.1.0 Bix 15 ciunsg 2021p., ykpaiHCBbKOIO Ta pocilickkoro MoBamu; Hlionomxki
bi.Bi. 1704R2133 Vkpaina Indopmaris nis namieHta ta ¢opma iHGOPMOBaHOI 3rogu Uil AUTUHU
BikoM 11 - 13 pokiB_Bepcis 2.1.0 Big 15 ciuns 2021p.,ykpaincbkoro Ta pociiicekoro MoBamu; LllioHomx1
_bi.Bi. 1704R2133  Vkpaina Iadopmaris 11 namienra ta popma iHPOPMOBAHOI 3r0AU AUTHHHU BIKOM
6 - 10 pokiB Bepcis 2.1.0 Bim 15 ciuas 2021p., yKpaiHCBKOIO Ta pOCIHCHKOIO MOBAMU;
1704R2133 Vkpaina Iadopmauiiinuii muctok i gopma iHPOPMOBAHOI 3rofu Ui BariTHOI MapTHEPKU
ydacHuKa jaociipkeHHs  Bepcid 2.1.0 Bix 15 Oepesns 2021p., ykpaiHCbKOIO Ta POCIHCHKOIO MOBaMU;
3MiHa Ha3BHU 3asBHMKaA KiiHiyHOTO BUNpoOyBaHHs 3 TOB «IHC Pecepu Ykpaina» Ha TOB «Cineoc Xenc
Ykpaina»

Howmep Ta nata Hakazy
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1849 Bix 11.08.2020

Ha3ssa xiiniuyHOrO
BUIIPOOYBaHHS, KO/,
BepcCis Ta naTa

«Bigkpure mocmiKeHHS 3 HEpaHAOMIi30BaHOIO (a30l0 MPUKHOMY OJHOPA30BOI N103W Yy MAIIE€HTIB 13
MIJ03PIOBAaHUMH 200 MIATBEPHKEHUMH 1HQEKIiIMH, BUKIMKAHUMH aepoOHUMH TpaMHEraTUBHUMU
OaKTepisiMH, 3 MOJAIBLIOI PAHIOMI30BaHOIO (a3010 TOCIIIKEHHS 0araTopa3oBOro NMpuiioMy mpenapary
13 KOHTPOJIEM aKTUBHUM MpenapaTroM y MaIieHTIB 13 MiJ03pI0BaHO0 a00 MiATBEPAKEHOIO YCKIIAJHEHOO
iHpekuiero ceqoBuBiAHUX MUIAXiB (YICLL) st omiHkM Ge3meuHoCTi, MepeHOCUMOCT] 1 (papMaKOKIHETUKH
1ediepoKoIy y rochiTaai30BHUX MeI1aTpPUYHUX MaIl€HTIB BIKOM BiJl 3 MICSIIIB 10 MEHIIIE HIX 18 pokiBy,
1704R2133, Bepcis 4, nonpaska 3 Bix 07 tpasus 2020 p.
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3asBHUK, KpaiHa TOB «Cineoc Xenc Ykpaina»

CrnioHcop, kpaina [ionomxki bi.Bi. [Shionogi B.V.], Hinepnanau
CynytHi —

Marepiaiau/mpenaparu

CYIYyTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIO 3a0e3MeYeHHs Isan 3A/IBOPHUX




JonaTok 29

70 Haka3zy MiHicTepcTBa OXOPOHU 370POB’ st
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

3MiHa Miclig TPOBEICHHS! BUTPOOYBAHHS

byno

Cramno

A.M.H., mpod., Henyiiko B.U.

KomyHnaneHe  HeKoMepuiiiHE  HiANPHEMCTBO
«Micpka xiiHiyHa JikapHsa Ne 8» XapkKiBChbKOi
MICBKOI panu, KapaionoriyHe BigaiieHHS |,

JIL.M.H., 1pod., Ienyiiko B.1.
KomyHanbsHe
«Micbka kiiHiyHa JikapHs Ne 8» XapkiBChKOi
MICBKOI pajy, KapaioJioTiyHe BiyIiieHHS |1,

HEKOMEpIIifHEe  MiAIPHUEMCTBO

XapkiBcbka MenuuHa AKaaemis MCISIAUIUIOMHOT | M. XapKiB
ocitu MO3 Vkpainu, kadeapa kapaionorii ta
(YHKIIOHAJIbHOI A1arHOCTHKH, M. XapKiB
Howmep ta nata nakazy Ne 833 Big 28.04.2021
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS
HasBa kiiHI9HOTO «OntuMi3oBaHe, 0araTtoleHTPOBE, pPaHIOMIi30BaHe, TMOJBIHHE ciime, TIaneb0-KOHTPOIbOBAHE

BUIIPOOYBaHHS, KO/,
BepcCis Ta naTa

JOCTIPKEHHS y NapajielbHUX TpyIax 13 BUBYEHHs BIUIMBY €MIariiio3nHy Ha 4acTOTY TrocHiTanizalii 3
MIPUBOY CEpIIEBOi HEJAOCTATHOCTI Ta BIUIMBY Ha PIBEHb CMEPTHOCTI y MALIEHTIB 13 TOCTPUM 1H(PAPKTOM
Miokapaa», 1245-0202, Bepcis 1.0 Bix 03 nunus 2020 poky

3asBHHUK, KpaiHa

TOB «KOBAHC KJITHIKAJI IEBEJIOIIMEHT YKPATHA»

Cnoncop, kpaiHa

Boehringer Ingelheim International GmbH, Himeyunna
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CynytHi —
MaTtepiaiu/mpenaparu
CyIyTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary
(papmaneBTHYHOrO 3a0e3ne4YeHHS IBan 3AZIBOPHUX




Honatox 30
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHH JI0 JojaTka Ne 9 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

Bpomrypa nocniganka MK-3475, sunanns 20 Big 08 6epesnst 2021 poky, aHrmiiicbkoro MoBo; bpoirypa
nociiganka eHpoprymad Benotu (Enfortumab Vedotin; ASG-22CE), sunannst 10 Bix 12 6epe3ns 2021,
aHTiiCchKOI0 MOBOIO; YKpaina, MK-3475-B15, Bepcis 01 Bixg 29 kBiTHs 2021 p., yKpaiHCHKOIO MOBOIO,
iH(popMallig Ta JOKYMEHT TIpo iH(GOpMOBaHy 3romy AJis mamienTta; Ykpaina, MK-3475-B15, Bepcis 01 Bix
29 kBiTHs 2021 p., pociiicbkoro MOBOIO, iH(QOpMAILis Ta JOKYMEHT Mpo iHGOpMOBaHyY 3roay AJis Malli€HTa;
MK-3475-B15 3o0paxeHHs Ha EJNEKTPOHHUX IMOJEHHHWKax i mamieHta (Instrument Screenshots:
EORTC QLQ-C30; BCI (Bladder Cancer Index); EQ-5D-5L Health Questionnaire; Standard Application
Screenshots; Version History) mist Ykpainu ykpaincbkoro MoBoto, Bepcist 2.0 Bix 13 6epesns 2021p; MK-
3475-B15 300pakeHHs Ha €JNEKTPOHHUX IojAeHHHKax ais mauieHTa (Instrument Screenshots: EORTC
QLQ-C30; BCIl (Bladder Cancer Index); EQ-5D-5L Health Questionnaire; Standard Application
Screenshots; Version History) mis Ykpainu pociiicekoro MoBoto, Bepcis 2.0 Bixg 13 Gepesns 2021p;
3asydyeHHs JOJaTKOBUX MICI[b TPOBEJCHHS BUIPOOYBaHHS B YKpaiHi:

Ne I1.1.B. BiAIOBIAAILHOTO JOCHITHUKA

n/m Hazpa Micuisg mpoBeieHHS KJIIHIYHOTO BUITPOOYBaHHS

1. | a.mH., mpod. Crycs B.IL.
KomyHnaneHe mianmpueMcTBo  «/lHinmpomeTrpoBchka oOjacHa  KIIiHIYHA  JIKapHA  iM.
[.LI.  MeunukoBay JlHimponeTpoBcbkoi 007acHOi paiau», BiAAUIeHHS ypousiorii  Ne2
(onkonoriune), M. JIHimpo

2. | 3aB. Big. HanGannsan T.A.
KomyHnaneHe HexomepuiliHe mianpueMcTBo «OOJacHUM IEHTP OHKOJIOTIi», OHKOYpPOJIOTiUHE

BIIJIIJIEHHS, M. XapKiB
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Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 516 Bix 22.03.2021

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannmomizoBane, Binkpute mpocmimkeHHs |l ¢asu nmng ominkm mepionepamiifHOro 3acTOCyBaHHS
eHdopTymMaldy BeOTHHY y KoMmOiHamii 3 memOpomaizymadom (MK-3475) mopiBHSHO 3 HEOaJtFOBaHTHOIO
TEpami€r0 TeMIUTa0iHOM Ta IHUCIUIATUHOM Y YYaCHUKIB 3 M'SI30BO-iHBa3MBHUM PAaKOM CEYOBOTO MiXypa,
npuaatHux it JgikyBanHs muciuiatuaom (KEYNOTE-B15 / EV-304)», MK-3475-B15, Bepcist 00 Bin

04 nucronana 2020 poky.

3asBHUK, KpaiHa

ToBapucTBO 3 0OMe)eHOo0 BianoBiganbHicTIO «MCJl YKpainay

Cnoncop, kpaiHa

«Mepk lapn Enn JJoym Kopm.», nouipae nianpuemctso «Mepk Enpg Ko., Ink.», CIIA (Merck Sharp &

Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTtHi
MaTepianu/mpenaparu
CYNYTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary

(apmManeBTHYHOTO 3a0€e3MeYeHHS

IBan 3AZIBOPHHUX




Honatok 31

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpPKEHHS CYTTEBUX MOIPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

Omnosnienu#t mpoTokon kiiHiyHOro BUNpooOyBanHs MK-6482-005 3 inkopnopoBaHoio nomnpaskoro 04 Bifn
16 nrotoro 2021 poky, aHriiicbkoi0 MOBoI0; bpomrypa nociinanka MK-6482, Bunanns 8 Big 25 motoro
2021 poky, aHrmiicekor0 MoBow; Ykpaina, MK-6482-005, sepcis 2.00 Bim 31 Oepesus 2021 p.,
YKpaiHCBKOIO MOBOIO, iH(pOpMalis Ta JOKYMEHT mpo iHpopMoBaHy 3rofy [uisl mamieHTa; Ykpaina, MK-
6482-005, Bepcis 2.00 Bim 31 Oepe3ns 2021 p., pociiickkor0o MOBOW, iH(MOpMAalLis Ta JOKYMEHT IIPO
iHpopMoOBaHy 3rofy it marienta; OHOBIEHUH 3pa30K MapKyBaHHS UIS JOCIHIIKYBAHOTO JIKapChKOTO
3aco0y Everolimus Wallet, sepcist 2.0 Big 01 stotoro 2021 poky, aHTITHCHKOIO Ta YKPATHCHKOK MOBAaMHU;

Howmep Ta nara Hakasy
MO3 mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 767 Bin 02.04.2020

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Binkpure, panaomizoBaHe nocmiykeHHs 3 ¢daszu npenapaty MK-6482 B mopiBHSHHI 3 IpenapaTtom
€BepOoIMYC Yy YYaCHHUKIB 3 IMOIIMPEHUM HHUPKOBO-KIITUHHMM paKoOM, SKUW MporpecyBaB Micis
nonepeauboi PD-1/L1 ta VEGF-tapretnoi tepamii», MK-6482-005, 3 iHKOpIOPOBAaHO IMOMPABKOO
02 Bix 14 tpaBus 2020 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiganpHicTIO «MCJ Ykpaina»

CnoHcop, kpaiHa

«Mepk Hlapn Ena Hoym Kopm.», nouipue nignpuemctBo «Mepk Enn Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




JonaTok 32
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHH JI0 JojaTka Ne 9 1o Hakasy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

Bpomrypa nocninnuka st npenapaty STELARA® (ustekinumab), Bunanns 22 Big 17 mororo 2021 poky;
Indpopmarnis s mamienta i @opma iHPopMoBaHOi 3roau - Momens mns Ykpaiam / Bepcis 8.0 Bin
21 ksitHs 2021 poky (yKpaiHCHKOIO Ta POCIHCHKOI0 MOBAMH)

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1962 Bix 29.10.2018

Ha3ssa xminiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBaHe, MojBiitHe ciine, mi1aned0-KOHTPOIbOBAHE Ta 3 AKTUBHUM KOHTpPOJIEM, OaraTolEeHTPOBE
nociipKkeHHs ¢a3u 2/3, 1m0 TPOBOIUTHCA y MapalebHUX TPYyMax 3 METOK OIIHKH €(PEeKTUBHOCTI Ta
0e3MeyHOCTI rycenbkyMaly y MaiieHTiB i3 XBopoooro KpoHa B akTHBHIH (a3l BiJ CepelHbOr0 JO BaXKKOTO
crynens TsukkocTi»y, CNTO1959CRD3001, 3 monpaskoro 3 Bix 20 sxoBTHs 2020 poxy

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Crnoncop, kpaina

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

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonatok 33
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

Marepianu uis y4acHHKIB JAOCHIKEHHS: «MoaudikoBaHUN paHKOBUN ONUTYBAJbHUK JJS OI[IHKHU
cuMnToMiB pediiokey - enekrpoHHuil moaeHHuk» (Modified Morning Reflux Symptom Questionnaire
Electronic Diary) (Custom study version for Cinclus Pharma AG, CX842A2201 clinical protocol), Bepcis
1.0 Bim 01 mrororo 2021 poky, YKpaiHCBKOIO MOBOIO g YKpaiHu; «JIEKTPOHHUM THEBHHK:
MOAU(DHUIIMPOBAHHBIA YTPEHHUN OMpPOCHUK Mo cumnTomam pedmokca» (Modified Morning Reflux
Symptom Questionnaire Electronic Diary) (Custom study version for Cinclus Pharma AG, CX842A2201
clinical protocol), Bepcis 1.0 Bim 28 ciuns 2021 poxy, pOCIHCBKOIO MOBOI Uid YKpaiHu;
«MoudikoBaHHiA BEUipHIA OMUTYBATBHUK ISl OL[IHKHA CUMITOMIB PEQIIIOKCY-EIEKTPOHHUHA MIOACHHUK)
(Modified Morning Reflux Symptom Questionnaire Electronic Diary) (Custom study version for Cinclus
Pharma AG, CX842A2201 clinical protocol), Bepcist 1.0 Big 01 arotoro 2021 poky, yKpaiHCHKOIO MOBOIO
s Ykpainu; «OJIeKTPOHHUN JTHEBHUK: MOAM(PHUIIMPOBAHHBIA BEUEPHUN OMPOCHUK IO CHMITOMaM
peduokca» (Modified Evening Reflux Symptom Questionnaire Electronic Diary) (Custom study version
for Cinclus Pharma AG, CX842A2201 clinical protocol), Bepcis 1.0 Bix 28 ciunsg 2021 poky, pociiicbkoro
MoBoro Juist Ykpainu; «OnutyBanbHUK (QOLRAD) nns mamientiB 13 cumnromamu nedii» (GerdQ,
Ukraine-Ukrainian, version 1. date 13Mar2008), Bepcist 1. Bix 13 Gepe3ns 2008 poky, yKpaiHCHKOO
MoBoto 1151 Ykpaiau; «OnpocHuk (QOLRAD) nist mannentoB ¢ cumntomamu uzxkoru» (GerdQ, Ukraine-
Russian, version 1. date 13Mar2008), Bepcis 1. Big 13 Gepe3nst 2008 poky, pocCiiiCbKOIO MOBOIO Jist
Ykpainu.
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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 IMITAIlIEI0 Ta 3 AKTUBHUM KOHTPOJIEM JUIS Mig00PY 03U, MOABIHHE CIIine
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 3aro€HHs 3a Pe3y/IbTaTOM €HIOCKOMIYHOTO JOCIIKCHHS MICJISI OTPUMAHHS HUMH 8-TH)KHEBOT'O KypCy
3aroloBaJIbHOI CTaHAAPTHOI Tepamii iHridiTopom nporornoi momnu (II1I1), 3aans BUB4YEHHST O€3MEYHOCTI
Ta TMEPEeHOCMMOCTI JIKYBaHHs, IIBHAKOCTI 3arolOBaHHsS €po3ii micis 3acTtocyBaHHs X842 abo
JTAHCOTPA30Jly MPOTATOM 4 THXKHIB, @ TaKOX XapakTepy 3MiH CHMIOTOMIB MpPOTSITOM HACTYIMHOTO 4-
THKHEBOTO Nepioy JiKyBaHHS JaHconpazonomy, CX842A2201, sepcis 1.0 Bix 03 Bepecust 2020 poky.

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, kpaina

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

CynyTtHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary

(apmManeBTHYHOTO 3a0€e3MeYeHHS

IBan 3AZIBOPHHUX



Honatok 34

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKAPCHKHUX 3aC00IB Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

3MiHa 3asiBHUKA KIIiHIYHOTO BUipoOyBaHHs B YkpaiHi 3 « IHCCEH ®APMAIIEBTUKA HB», benbris Ha
TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY
ACCOVIIMENUTC YKPATHA» (TOB «®PA YKPATHAY); Indopmauiiina kapTka nauienTa s YKpainu
Bepcis 2.0 Bix 09 xBiTHS 2021 poKy YKpaiHCBKOIO Ta POCICHKOIO MOBaMH.

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 835 Bin 15.08.2016

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararoleHTpoBe BiJIKpUTE JOBrOCTPOKOBE MOJIOBXKEHE KIiHIUHE AociimkeHHs 30 ¢a3u npenapary PCI-
32765 (16pytuni6)», PCI-32765CAN3001, 3 monpaskoro INT-5 Bix 19.12.2019 p.

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «DPAPMACBIOTIKAJI PICEPY

ACCOYIIUENTC YKPATHA» (TOB «®PA YKPATHA»)

CrnoHcop, kpaina

«IHCCEH ®APMAIIEBTUKA HB», benbris

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




Jonatok 35
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpPKEHHS CYTTEBUX MOIPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

Bpomrypa nocniganka MK-3475, sunanns 20 Big 08 6epesnst 2021 poky, aHrmiicbkor0 MoBow; bporrypa
nocmiganka AZD2281, LYNPARZA®, olaparib, KU-0059436, Bumannas 20 Big 21 ciuas 2021 poky,
aHTJHChKOI0 MOBOIO; YKpaina, MK-7339-012, Indopmariis Ta JOKyMEHT mpo iHGOpMOBaHY 3roay s
narienra, Bepcist 1.02 Bix 27 xBitHs 2021 p., ykpaincekoro MoBoto; Ykpaina, MK-7339-012, [ndopmarris
Ta JOKYMEHT Ipo iH(popMOBaHY 3roay Juid maimieHta, Bepcis 1.02 Big 27 Gepe3ns 2021 p., pociiicbkoro
MOBOIO

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

Ne 1468 Bix 26.06.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«Jocnimkennsa Il ¢azu nemOponizymady (MK-3475) y xomOiHawii 3 CymyTHBOIO XiIMIOIPOMEHEBOIO
Tepami€lo 3 MOAANbIINM BBEAECHHSAM meMOpoinizymaly 3 omamapuboM abo 0e3 HbOro MOPIBHSAHO 3
CYIIYTHBOIO XIMIOIPOMEHEBOIO TEpali€l0 3 MOAANBUIMM BBEACHHSIM JypBadymMaly B Y4YaCHUKIB 3
HeomnepadeTbHUM JIOKAIBHO PO3MOBCIO/DKEHUM HepiOHOKIITUHHUM pakoM jereHiB Il cramii (HAPJI)»,
MK-7339-012, 3 inkopniopoBanoto nonpaskoro 03 Big 01 xoBtHs 2020 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 0OMexeHoto BianoBinaibHicTIO «MCJl Ykpaina»

Cnoncop, kpaina

«Mepk lapn Enn Joym Kopn.», nouipae nianpuemctso «Mepk Enpg Ko., [Hk.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTtepiaiu/mpenapaTu
CYIyTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonatok 36

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

Bpomrypa nocnigauka MK-3475, suganns 20 Big 08 Gepe3ns 2021 poky, aHTIiHCHKOI0 MOBOIO; YKpaiHa,
MK-7339-009, Iadopmaris Ta JOKYMEHT Ipo iHPOpMOBaHyY 3roay IjIs namieHTa, Bepcist 03 Big 28 kBiTHS
2021 p. ykpaincekoro MoBow; Ykpaina, MK-7339-009, Indopmaris ta mokymeHT mpo iHGOpMOBaHY
sromy i mamieHTta, Bepcis 03 Bim 28 xBitHs 2021 p. pociiickkoro MoBoro; Ykpaina, MK-7339-009,
[ndopmartiitHuil TUCTOK 1 TOKyMEHT Ipo iHPOPMOBaHY 3roAy Ha MaiOyTHe OlOMeIUYHE MOCIiIKEHHS,
Bepcis 00 Bix 28 kBiTHs 2021 p. ykpaiHchkor0 MOBOIO; Ykpaina, MK-7339-009, [adopmarniiinuit 1ucToK 1
JOKYMEHT Tpo iH(OpMOBaHy 3roay Ha MailOyTHe OGiomenuune nociipkeHHs, Bepcis 00 Big 28 KBiTHSA
2021 p. pocilicbKOIO MOBOIO

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

Ne 38 Big 11.01.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PanniomizoBaHe BiKkpuTe HochipkeHHsa ¢a3zu 2 ta 3 Omanapudy y komOiHanii 3 IlemOpomiizymabom y
MOPIBHAHHI 3 XiMioTepamiero y koMOiHauii 3 IlemOponizymabom micist iHIYKUii KJIIHIYHOI HepeBaru 3
MEpILOIO JIIHIE XiMioTepamnii y komOiHauii 3 IlemOponizymaOom y maIieHTiB 3 MiCLEBO-pELUANBYIOUUM
HeomnepabenbHUM a00 METaCTATUYHUM TOTPIHHO-HEraTUBHUM pakoM Mojiounoi 3amo3u  (TNBC)
(KEYLYNK-009)», MK-7339-009, Bix 24 munas 2019 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHoro BianosinaibHicTIO «MCJl Ykpaina»

Cnoncop, kpaiHa

«Mepk lapn Enn Joym Kopn.», nouipae nianpuemcto «Mepk Enpg Ko., [Hk.», CHIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)
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CynytHi —
MaTtepiaiu/mpenaparu
CyIyTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary
(papmaneBTHYHOrO 3a0e3ne4YeHHS IBan 3AZIBOPHUX




Honatox 37

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

OHoBIIeHUH MPOTOKOJ KIIHIYHOTO JAOCITIKEHHS 3 momnpaBkoro 2 Bix 15 mororo 2021 poky aHMIHCHKOO
MoBOI0. JlogaTok 10 iHpopManiiHOTO JUCTKA MarienTa Ta GopmMu iHGOPMOBAHOT 3roM: IUIaH JIii Mix Yac
HernependauyBaHMX OOCTaBHH Yy 3B’S3Ky 3 KoponaBipycHoro iHdekuito COVID-19, Bepcis 1.0 Bin
17 6epe3ns 2021 poxky yKpaiHCBKOK Ta POCIHCHKOIO MOBaMH; 3allydeHHsS JOAATKOBOi BHUPOOHHYOT
TUISHKH  [UIS  JOCHIDKYBaHOTO Jlikapebkoro 3aco0y TD-1473 (THRX-139060), Ttabsierka, BKpuUTa
o6osonkoro, 10 mr, 40 mr ta 100 mr: Millmount Healthcare Ltd, Ipianmis.

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

Ne 2006 Bix 02.10.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararouieHTpoBe, TpUpIUHE IOCIIIKEHHS JOBrOCTPOKOBOI Oe3nedHocTi (/Ib), mo mpoBoguthbes amns
OLIIHKM O€3MeYHOCTI Ta nepeHocuMocti npenapaty TD-1473 B natieHTiB 13 BupazkoBuM koiitoM (BK)»,
0164, 3 nonpaskoro 1 Bix 07 nucronana 2018 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIOBIAAJIBHICTIO
ACCOVYIHIMENTC YKPATHA» (TOB «®PA YKPATHAY)

«PAPMACBIOTIKAJI PICEPY

Cnoncop, kpaiHa

Theravance Biopharma Ireland Limited, Ipnanais

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro qupexkropa J{upexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




Jonatok 38

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

Bpomrypa nocnigauka MK-3475, suganns 20 Big 08 Gepe3ns 2021 poky, aHTIiHCHKOI0 MOBOIO; YKpaiHa,
MK-3475-641, Indopmaris Ta HOKyMeHT mpo iH(popMOBaHy 3rofy mais mamieHta, Bepcis 1.01 Bix
05 tpaBust 2021 p., ykpaiHCBKOIO Ta pociiickkoro MmoBamu; MK-3475-641, XKypnan peecrpaiiii npuiiomy
3HEe00MOBANIEHUX Tipernaparis, Bepeis v1.0 00 1.0, mis YkpaiHu ykpaiHCBKOIO Ta POCIHCHKOI0 MOBaMH;
[TociOHMK 3 BUKOpHCTaHHS Bamioro enekTpoHHOTO IOJICHHUKA AJS y4acHHKa fociimkenHs MK-3475-
641 (A-1346-0052-5151 QRG ukUA), Bepcist 1 Big 29 xBiTHs 2021 p., 11t YKpaiHu yKpaTHCbKOK MOBOIO;
[TociOHuK 3 BUKOpUCTaHHA Bamioro enekTpoHHOTO MI0IeHHUKA /I Y4acHUKa aociijxeHHs MK3475-641
(A-1346-0052-5151 QRG ruUA), Bepcis 1 Big 27 xBitHs 2021 p., ans YKpaiHu pocCiiiCbKOIO MOBOIO;
300paXkeHHs Ha €JIEKTPOHHUX IOJeHHUKaX st mamienra MK3475-641 (A-1346-0052) - Subject Facing
Screen Report, [puctpiii: TrialMax Touch, A-1346-0050_51-diary-v1-p1, Bepcis 1 Bix 27 kBiTHs 2021 p.,
Ui YKpaiHU YKpaiHCBKOIO Ta POCIMChKOI0 MOBaMH; 300pa)kKeHHsI Ha €JIEKTPOHHUX IIOJCHHHUKAX IS
narfienta MK3475-641 (A-1346-0052) — Subject Facing Screen Report, ITpuctpiii: TrialMax Slate, A-
1346-0050_51_52-slate-v1-pl, Bepcis 1 Bix 27 kBitHs 2021 p., a1t YKpaiHu YKPATHCHKOKO Ta POCIHCHKOO
MOBaMH; 3pa30K MapKyBaHHs eleKTpoHHoro mogeHHuka MK3475-641 (A-1346-0052), Bepcis 1 Bin
01 xBiTHa 2021 p., ang YKpaiHM YKpaiHCBKOIO Ta pOCIHCBKOIO MOBaMM; 3pa3oK MapKyBaHHS
JIOCITIDKYBAHOTO JiKapchkoro 3aco0y Enzamyramin, Enzalutamide Bottle, Bepcis 2.0 Big 27 KBITHA
2021 poky, aHIJTIICHKOIO Ta YKPaiHCbKOK MOBAaMH;

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUNIPOOYBaHHS

Ne 833 Bin 28.04.2021

Ha3ssa xiiniyHOTO
BUINIPOOYBaHHSI, KO/,
Bepcis Ta qaTa

«PannmomizoBane, mozasiiiHe cimine pocnimkenHs Il ¢asu memOponizymady (MK-3475) y kombiHamii 3
€H3aJyTaMiZOM IOPIBHSHO 3 €H3alyTaMiJoM 3 Ijanedo y y4YacHHKIB 3 METaCTaTUYHUM KacTpalliiiHo-
pe3ucTeHTHUM pakoM mnepeaMmixypoBoi 3ano3u (MCRPC) (KEYNOTE-641)», MK-3475-641, Bepcis 3
1HKOpriopoBaHoto nornpaskoio 04 Big 11 rpyans 2020 poky
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3asBHHUK, KpaiHa ToBapucTBO 3 0OMexeHo10 BiamoBiganbHicTIO «MCJl YKpaina»

CrnioHcop, kpaina «Mepk Ilapn enn Hoym Kopn.», nouipae mianpuemctBo «Mepk ern Ko., Iak.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynytHi —

MaTtepiaiu/mpenaparu

CYIYTHBOI Tepamii

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




Jonatox 39
70 Haka3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

3HIMKH €KpaHy MMOPTAaTHMBHOTO MPHUCTPOIO IS peecTparlii enekTpoHHuX KiaiHiuHux aanux (€COA Screen
Report Handheld), Bepcis 5.0 ykpaiHCBKOIO MOBOK i YKpaiHW, 3HIMKH €KpaHy MOPTaTHBHOTO
MIPUCTPOIO IS peecTparii enekrpoHHux KiaiHiyHUX AaHux (eCOA Screen Report Handheld), Ta Bepcis 3.0
POCIHCHKOIO MOBOIO ISl YKpaiHU

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2313 Bix 12.12.2018

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«baratolnieHTpoBe, paH/IOMI30BaHE, TMOJIBIMHE cClline, IIane00-KOHTPOIbOBaHE MOCTIKeHHS ¢a3u 2 B
napaneinbHUX Tpymax sl OIiHKA e(eKTUBHOCTI Ta OE3MEYHOCTI IHAYKIIHHOI Tepamii JBoMa 103aMU
npenapaty [D-1473 y namieHTiB 13 XBopoOoto KpoHa Bif MOMIPHOTO /10 BaKKOI'O CTYIEHSI aKTUBHOCTI,
0173, 3 monpaskoro 4 Bix 09 uepBHs 2020 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIOBIAAJIBHICTIO
ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHAY)

«PAPMACBIOTIKAJI PICEPY

CrnoHcop, kpaina

Theravance Biopharma Ireland Limited, Ipnanais

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpPKEHHS CYTTEBUX MOIPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

Bbpomrypa nocnignuxa JIJI3 MK-3475, Bunanus 20 Bim 08 Gepe3ns 2021 poky, aHTIIHCHEKOIO MOBOIO;
Indopmariis Ta mokymeHT mpo iHopMmoBaHy 3roay Juis mnamieHta, Ykpaina, MK-3475-B21 / ENGOT-
enll / GOG-3053, Bepcist 01 Big 11 tpaBus 2021 p., ykpaiHCbKOI0 MOBO0; [H(OpMaIlis Ta JOKyMEHT PO
iHpopMoOBaHy 3roay s mamienTta, Ykpaina, MK-3475-B21 / ENGOT-enl1l / GOG-3053, sepcis 01 Bix
11 tpaBus 2021 p., poCiiCbKOI0 MOBOIO

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 80 Bix 19.01.2021

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannmomizoBane, mojsiiiHe cmine pociimpkenHs |l ¢asu qna ominku memOponizymaldy MOPIBHSHO 3
mianedo y xkomOiHawii 3 aJ'fOBaHTHOIO XIMiOoTepami€ro 3 abo 0e3 mpoMeHeBoi Tepamii s JIKyBaHHS
NAI[lEHTOK 3 HENAaBHO J1arHOCTOBAaHMM pakOM €HJOMETpis 3 BHUCOKMM pPHU3MKOM IIicis omepamii 3
nikyBanbHO MeToro (KEYNOTE-B21 / ENGOT-enll / GOG-3053)», MK-3475-B21 / ENGOT-enl1 /
GOG-3053, Bepcis 00 Big 09 BepecHst 2020 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiaanpHicTIO «MCJ Ykpaina»

Crnoncop, kpaina

«Mepk Hlapn Ena Hoym Kopm.», nouipae mignpuemcto «Mepk Enn Ko., Iak.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




Jonatok 41

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455

23.06.2021 Ne 1265
InenTudikamis cyrreBoi 3anmy4eHHs JOAATKOBOTO MICIIS IIPOBEICHHS KJITHIYHOTO BUITPOOYBAaHHS:
MTOIIPaBKH Ne I1.1.B. BiAIOBIAAILHOTO JOCIITHUKA
n/n HasBa micus nmpoBeieHHs KITIHIYHOTO BUIPOOYBaHHS

1. | a.m.H., mpod. Cwmisa C.1.

KomyHnaneHe HekoMmepiiiiHe mianpueMcTBo «TepHOMiibCchbKa YHIBEPCUTETChKA JIIKAPHS»
TepHOMUIBCHKOT 00TACHOT pajiv, pEBMATOJIOTIYHE BiUIUICHHS, TepHOMIILCHKUN HAIlIOHATBHUAN
MeanuHui yHiBepcuteT imeHi 1.5, T'opbaueBcbkoro MinicTepcTBa OXOPOHH 3A0POB'S YKpaiHu,
kadeapa BHyTpinmHb01 Meguian No2, M. TepHominb

Howmep Ta nara Hakazy Ne 1012 Bix 24.05.2021
MO3 1mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Hasga kiiHiuHOTO «bararoueHtpoBe Biakpure mociuimkeHHs ¢Gasu 1b s omiHKM  Oe3MeYHOCTi, MEePEeHOCHMOCTI,

BUIIPOOYBaHHS, KO/, epeKTUBHOCTI, (hapMaKOKiHETHKHU Ta papmakonuHamiku npernapary AEVI-007 y mamieHTiB i3 XBOopoOOIO

Bepcid Ta Jara Crinna, mo po3BuHynacs y gopociomy Biti», AEVI-007-A0OSD-101, sepcis 3.0 Bix 14 rpynus 2020 poky

3asBHUK, KpaiHa TOBAPUCTBO 3 OBMEXEHOIO BIANOBIAAJIBHICTIO «®APMACBIOTIKAJI  PICEPY
ACCOVHIMENUTC YKPATHA» (TOB «®PA YKPATHAY)

Cnoncop, kpaina Cerecor, Inc. (Llepekop, [uk.), CHIA

CynyTHi —

MaTepiaau/npenapaTu

CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHS IBan 3A/IBOPHUX




Jonatok 42

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «[Ipo npoBeneHHs KITTHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

OnutyBansHuk «ABQOL» nmns Ykpainu, BamigoBanuii 03 mrororo 2021 poky, yKpaiHCHKOIO MOBOIO;
OnwuryBaneHuk «ABQOL» mnst Ykpainu, BamigoBanuii 08 rpymns 2020 poky, pocCiiCbKOIO MOBOIO;
[ndopmarnis s namiedtra, mo OyAe HaaaBaThcd Ha eJleKTpoHHOMY mpuctpoi «ARGX-113-
1904 1905 (A-1458-0004_5) Subject Facing Screen Report Ukrainian (Ukraine)», Bepcis 1 Big
04 Gepesns 2021 poky, ykpaiHcbkoro MoBOM; IHdopmanis ans mamieHTa, mo Oyae HagaBaTUCS Ha
enekTpoHHOMY — mpuctpoi  «ARGX-113-1904 1905 (A-1458-0004_5) Subject  Facing  Screen
Report Russian (Ukraine)», Bepcis 1 Big 07 ciuas 2021 poky, pociiiCbKO0 MOBOIO; BkitoueHHs
JI0JJATKOBOTO MICIISl IIPOBEJCHHS KJITHIYHOTO BUITPOOYBAHHS:

Ne I1.1.B. BiAIOBIAAILHOTO JOCHITHUKA

n/m Hazpa Micuisg mpoBeIeHHS KJIIHIYHOTO BUITPOOYBAHHS

1 I.M.H., mpod. Hromaon Al

KomyHnanbshe M1 IPUEMCTBO «O06nacHui IIKIPHO-BEHEPOJIOTYHHHA JUCTIaHCEP
JHinponeTpoBCcbkoi 00JacHOT paau», JEHHUNM CTallloHap MOJIKIIHIYHOTO BiJJIUICHHS,
JIHINpOBCHKHM JepKaBHUM MEIUYHUI yHIBEpCUTET, Kadeapa IIKIpHUX Ta BEHEPUUYHUX
XBOp00O, M. JIHIIpo

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 3059 Bix 29.12.2020

Ha3ssa xiiniuyHOrO
BUIIPOOYBaHHS, KO/,
Bepcis Ta qaTa

«PannmomizoBaHe, TOJBIiliHE crine MIanedo-KOHTPOIbOBAHE MOCTIKEHHS IS OIIHKK e(EeKTHBHOCTI,
6e3nedHocTi Ta nepeHocuMocTi npenapaty Edrapririmon PH20 nns miamkipHOro BBEIEHHS Y TOPOCIHX
MAIIE€HTIB 3 MyXHUPUYATKOIO (3BHUaiiHOI0 a60 nucronoaiono) (ADDRESS)», ARGX-113-1904, Bepcis 2.0
Bix 10 mrotoro 2021 poky

3asiBHUK, KpaiHa

TosapuctBo 3 OOmexeHow BinnosiganeHicTio «KoHTpakTHO-Jlocminuuupka Opranizauis [HHOGapM-
Ykpaina»
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Cnoncop, kpaiHa

apkenkc bB, benbris / argenx BV, Belgium

CynytHi
Marepiaiau/mpenaparu
CYIYyTHBOI Tepartii

B.o. renepaabnoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0€e3MeYeHHs

Isan 3AZIBOPHHUX




Jonartok 43
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

[Hpopmamiitnuii OroneteHs ais namienta «lIporpama kimiHiuHEX fgochimkeHb «YELLOWSTONEY npu
nikyBaHHI xBopobu Kpona» (Advocacy Fact Sheet), pemakmis 3 ykpaiHCEKOHO MOBOIO /il YKpaiHU BiJl
25 wostHs 2020 p., pemakiis 3 pocilicbkoro MOBOO aisi Ykpainu Bia 25 xoBTHs 2020 p.; [HcTpykiis 3
HajaHHs iHQopMoBaHOi 3roau «Bama incTpykiis 3 HaganHs iHGopmosanoi 3ronu» (Flipchart), penakmis
3 yKpaiHCchKOI0 MOBOIO 151 YKpainu Bing 25 xoBTHs 2020 p., peaakiisi 3 pociicbKOI0 MOBOIO Ui YKpaiHu
Bim 25 xoBTHS 2020 p.; [HCTpyKIisS 3 TPOXO/PKCHHS BI3WUTIB «Bam Tix y MOCHIIKCHI 3 OI[IHKH
niaTpuMyrodoi tepamii 3a mporpamoro «YELLOWSTONE» ornsg Bi3uTiB y pamkax Bamioi ywacti y
npoMy KiiHIYHOMY apociimpkeHH» (Visit Guide), pemakmis 3 yKpaiHCHKOIO MOBOIO Ui YKpaiHU Bij
25 sxoBTHs 2020 p., penakuig 3 pociiicbkoro MOBOO 11l YKpainu Big 25 sxoBTHs 2020 p.

Howmep Ta nara Hakazy
MO3 o110 3aTBEPKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

No 1275 Bimg 06.07.2018

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararorieHTpoBe paH/I0OMi30BaHe, MOJBIHHO ciine, mianedo-KoHTpoiaboBaHe nocmikeHHs |l da3um 3
METOI0 OIIIHKM 03aHIMOJy /Jsi MEepOopaibHOTO MpPUHOMY MpU MPOBENEHHI MIATPUMYIOYOi Tepamil
NaIieHTaM 13 CepeHbOTKKUM abo TsKKUM mepedirom xBopobu Kpona B aktuBHiM ¢opmi», RPCO1-
3203, penaxis 5.0 Big 28 ceprias 2020 p.

3asBHHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITIOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

Cnoncop, kpaiHa

«Cenmxen Inrepremran II Capmy» (Celgene International II Sarl), IlIBefiniapis

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

IBan 3AZIBOPHUX




Honatok 44

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKAPCHKHUX 3aC00IB Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

Bpomrypa JTOCJTITHHKA, JOCTIKYBaHU I JKapChbKu 3aci0 Olanzapine/Samidorphan
(Onanzamin/Caminopdan), Bepcis 9.0 Bim 28 wBitHs 2021 poky. YTOYHEHHSI Ha3BH JIOCIIKYBaHOTO
aikapebkoro 3aco0y ALKS 3831 y 3B’s3ky 3 nonaBaHHAM OHOBieHOI Ha3BM Olanzapine/Samidorphan
(Onanzamin/Caminopdan). @opma iHPOPMOBAHOI 3rofM MAI[iEHTa Ta 3aXHCTy NEPCOHAIBHUX IaHMX,
Bepcis 4.0 st Ykpainu Big 22 kBiTHA 2021 poKy, YKpaiHCHKOIO Ta POCIHCHKOI MOBAMHU.

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 2487 Bixg 17.12.2019

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«ocmikeHns s ok BBy npenapaty ALKS 3831 B nmopiBHSHHI 3 0oJlaH3aliHOM Ha Bary Tila y
JIOPOCIUX TAIlIEHTIB MOJIOJIOTO BIKY, SIKI HEIIOJaBHO 3aXBOPUIM Ha MM30(ppeHito, mu3oppeHoGopMHU
posnaz abo Oinonsipauit posnan | Tumy», ALK3831-A307, 3 nonpaskoto 5.0 Big 19 yepBHs 2019 poky

3asiBHUK, KpaiHa

TOB «IIpem’ep Pecepu Ykpaina»

Crnoncop, kpaina

«Ankepmec, [Hk.» (Alkermes, Inc.), CIIIA

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0€e3MeYeHHS

Isan 3AZIBOPHUX




Jonartok 45
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

Omnosnennst bpomypu Jlocminnuka (Jlonadapni6), Bepcis 8.0 Bim 21 ciung 2021 poky (aHMIHCBHKOIO
MoOBOI0); OmnomienHsi Jlocbe mocimimKyBaHoro Jikapcbkoro 3aco0y (Jlonadapni0), Bepcis 4.0 Bix
11 Bepecus 2020 poky (aHrmilicbkor0 MoOBOW0); OHOBIEHHS ckopoueHoro Jlocke TOCTiAKYyBaHOTO
nikapceekoro 3aco0y (Hopsip (Puronasip) ta IIET'ACIC (IlerimpoBanuii iHTepdepon anbda-2a)) Bix
13 ceprust 2020 poky (aHITIHCHKOK MOBOIO)

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 2777 Bix 02.12.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBaHe, 4aCTKOBO TOIBiiiHE ciine, MatpudHe gociimkenHs |1l ¢a3u 3 BuBueHHS epeKTHBHOCTI
ta Oe3meku 50 mr nonadapuiOy/100 mr puToHaBipy ABIYlI Ha 100y B TO€IHAHHI 3 TMETUILOBAaHUM
iHTepdepoHoM anbpa-2a y 1031 180 mkr abo 6e3 Hboro mnporsroM 48 TIKHIB y TOPIBHSAHHI 13
MOHOTEpAIi€lo NeriIbOBaHUM 1HTEpGEpOHOM ab(a-2a Ta JIKyBaHHAM IU1a1le00 y NAIIEHTIB 3 XPOHIYHOIO
iHQeKIiero BipyCy TremaTtuTy JelbTa, CTaH SKUX MIATPUMYEThCS 3a JIOMOMOIOK HYKIJICO3HJIHOI
(ayxneotunHoi) antu-HBV rtepamii (D-LIVR)», EIG-LNF-011, nompaska 02 Big 12 arotoro 2020

3asiBHUK, KpaiHa

«biopaci, En-En-Ci», CHIA

Cnoncop, kpaiHa

«Eiirep bio®apmacerotikans, Iak.» (Eiger BioPharmaceuticals, Inc.), USA

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




Jonatok 46

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHUX 3aC00IB Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455

23.06.2021 Ne 1265
Inentudikarnis cyrreBoi BxuroueHHs J0JJaTKOBOTO Miclisl TPOBEICHHS KITHIYHOTO BUITPOOYBAaHHS:
MIOTPaBKU Ne [1.1.b. BiAMOBiAaIBHOTO TOCIITHUKA
/1 Ha3zpa Micuig mpoBeieHHS KJIIHIYHOTO BUITPOOYBAaHHS

1. | mikap ITinBepOenpka A.B.
ObnacHe  KOMyHaJlbHE  HEKOMEpLilHE  MmianpueMcTBO  «BYKOBHHCHKMHA  KIIIHIYHHHA
OHKOJIOTIYHUI LIEHTPY, CTPYKTYPHUI MiIPO3/1J1 AEHHOTO CTallioHapy, M. YepHiBIli

Howmep Ta nara Hakasy Ne 2777 Big 02.12.2020
MO?3 110710 3aTBEpPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Hazsa kiiHiuHOTO «PangomizoBaHe, Maanebd0-KOHTPOJIbOBAHE, MOJBIMHE CIIiNE KIIHIYHE AOCTPKeHHS 3 (a3u mpemapary
BUIIPOOYBaHHS, KOJI, Hipanapu6 B kom0iHarlii 3 abipaTepoHa aleTaToM Ta MpeJIHI30HOM Yy MOPIBHSAHHI 3 abipaTepoHa aleTaToM
BepCis Ta JaTa Ta MPEIHI30HOM JUIS JIIKYBAHHS MAallI€HTIB 3 METACTaTUYHUM KacTpaT-4yTJIMBUM PakOM IEpeIMIXypoBOi

3ano3u (MCSPC) 31 mKiUIMBOIO TepMiHaIBLHOI a00 COMAaTHMYHOIO MYTAIli€l0 T'eHiB, 10 BIAMOBIIAIOTH 32
penapaiiiro usxoM romouioriuHoi pexomoOinamii (HRR)», 67652000PCR3002, 3 Ilompaekoro 1 Bix

21.12.2020 p.
3asBHUK, KpaiHa «IHCCEH ®APMAILIEBTHUKA HB», benbris
Cnoncop, kpaiHa «IHCCEH ®APMAILIEBTHUKA HB», benbris
CynyTHi —
MaTepiajau/npenapaTu

CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0€e3MeYeHHS Isan 3A/IBOPHUX




Honatok 47

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpPKEHHS CYTTEBUX MOIPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

[ndopmamiitnuii Gronerens s mamieHta "Ilporpama kiminiuaux gociuimkedb "YELLOWSTONE" npu
nikyBaHHI xBopoou Kpona" (Advocacy Fact Sheet), penakitis 3 ykpaiHCBKOIO MOBOIO JijIsi YKpaiHU BiJl
25 wostHs 2020 p., pemakiis 3 pocilicbkoro MOBOO aisi Ykpainu Bia 25 xoBTHs 2020 p.; [HcTpykiis 3
HagaHHs iHPopMoBaHOi 3roau "Bama incTpykiist 3 HaganHs iHGopmosanoi 3roau" (Flipchart), pemakiist 3
YKpaiHCHKOIO MOBOIO JUIsl YKpainu Big 25 >xoBTHS 2020 p., peaakiis 3 pociiicbkor MOBOIO Ajisl YKpaiHu
Bix 25 sxoBTHs 2020 p.; IHCTpyKuUis 3 mpoxopkeHHS Bi3uTiB "Bam rig y BIOZKPUTOMY JOJAaTKOBOMY
nociimkeni 3a mporpamor "YELLOWSTONE" ornsan Bi3uTiB y pamkax Bamioi yudacti y 1pomy
kiiHigHOMY jgociimkeHHi" (Visit Guide), penakiiis 3 yKpaiHCEKOIO MOBOIO JUIsS YKpaiHu Bif 25 >KOBTHS
2020 p., penakuis 3 pociiicbkoro MOBOO 111 YKpainu Bix 25 sxoBTHa 2020 p.

Howmep Ta nara Hakazy
MO3 o110 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

No 1275 Bixg 06.07.2018

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«lonatkoBe OararomeHTtpoBe Bigkpute npociuimkenHs |l ¢daum 3 MeToro OLIHKK O3aHIMOAYy IS
MepOPaILHOTO MPUIOMY TPH JIIKYBaHHI MAIIEHTIB 13 CEPEAHBOTIKKUM a00 TSHKKUM MepediroM XBOpoOu
Kpona B aktuHii ¢popmin, RPC01-3204, penaxiis 5.0 Bix 03 Bepechs 2020 p.

3asBHHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITIOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

Cnoncop, kpaiHa

«Cenmxen Inrepremran II Capmy» (Celgene International II Sarl), lIsefinapis

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonatok 48
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIIKAPCHKHX 3aC00iB Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

[ndopmariis Ta dopma 3roau Ha AUCTAHIIWHY NEPEBIpPKY JaHUX YYaCHUKA AOCIIIKEHHS B MeEpiof
nanzaemii COVID-19 Big 04 motoro 2021 poky, ykpaincekoro MoBoro; IHdopmaris Ta ¢popma 3romu Ha
JTUCTaHIIMHY MEepeBIpKY NaHUX Y4acHUKa HochipkeHHa B mepion manpemii COVID-19 Bin 04 mroTtoro
2021 poky, pociiicbKOI0 MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2487 Bin 17.12.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PROCLAIM: PanmomizoBaHe, mianed0-KOHTPOJIbOBAHE, MOJBIMHO Ciine AOCTDKeHHS 3 dasm s
OLIIHKM POMIIJIOCTUMY IpPH JIIKYBaHHI BUKJIMKAHOI XiMiOTepamiero TpPOMOOLMTONEHIT y Malli€HTIB, SKUM
MPOBOJATH XIMIOTEpaMiio AJs JIKyBaHHS HEAPIOHOKIITUHHOTO PAKy JIEr€Hb, paKy SIEYHUKIB ab0 paky
MOJIOYHOI 3a51031n», 20170770, inkopriopoBanuit nonpaskoro 7 BiJ 08 yepBHs 2020 poky

3asiBHUK, KpaiHa

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

CrnoHcop, kpaina

«AmxkeH [HK.» (Amgen Inc.), CIIIA

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




Jonatok 49
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

Honatok 2.0 Big 16 xBitHa 2021 poky 1o bpourypu nocnignuka SEP-363856, Bepcii 10.0 Big 14 rpynus
2020 poky, aHTITiHCHKOI0 MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 38 Big 11.01.2020
Ne 662 Bin 16.03.2020
Ne 38 Big 11.01.2020
Ne 38 Big 11.01.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«Bigkpurte po3mmpeHe JOCTIDKEHHS TS OIIHKHA 0€3IMeYHOCTI Ta epeHocuMocTi npenapary SEP-363856
y namieHTiB i3 mmsodpenieto», SEP361-303, Bepcig 3.01 3 iIHKOPIOPOBAHOIO HECYTTEBOIO MOINPABKOIO
2.00 Bix 25 ciunst 2021 poky;

«PangomizoBaHe, MOABIMHE ciinme JOCTIJKEHHS, LI0 TNPOBOAMTHCA 3 BHUKOPHCTAHHSIM aKTHBHOTO
Ipernapary B SKOCTI KOHTPOJITIO ISl OLIHKK JOBrOTPUBAIO] O€3MEYHOCTI 1 epeHocuMocTi penapary SEP-
363856 y mamientiB i3 mm3odpeniero», SEP361-304, Bepcis 3.00 3 iHKOPHOPOBAHOK CYTTEBOIO
nonpaskoro 2.00 Bix 14 ciuns 2021 poky;

«PangomizoBaHe, MoOjBIMHE ciine, IUIalE00-KOHTPOIbOBaHe, OaraToOLEHTPOBE JOCHIIKEHHs, 110
MIPOBOAMTHCS B MapajelbHUX IpyIax, 13 3aCTOCYBaHHSM (DIKCOBAHUX 103 JUIS OLIHKH €()EeKTUBHOCTI Ta
6e3neynocTi npenapary SEP-363856 y martieHTiB i3 N30 PEHIEI0 Y TOCTPOMY IICUXOTHUYHOMY €Mi30/11»,
SEP361-301, Bepcis 4.00 3 iHKOpITOpOBaHOIO CYTTEBOKO momnpaBkoro 3.00 Bix 26 ciuns 2021 poky;
«PangomizoBaHe, TMojBiiiHE ciine, IUIaEe00-KOHTPOIbOBaHe, OaraToOLEHTPOBE JOCHIIKEHHs, IO
MMPOBOJIUTHCSI B TApPAJIEbHUX TPYIax, 13 3aCTOCYBaHHSAM (hIKCOBAaHUX 03 ISl OIIHKU €(PEKTUBHOCTI Ta
6e3neynocTi npenapary SEP-363856 y martieHTiB 13 N30 PEHIEI0 Y TOCTPOMY IICUXOTHUYHOMY €Mi30/1»,
SEP361-302, Bepcis 3.00 3 iHKOPITOpOBaHOIO CyTTEBOIO momnpaBkoro 2.00 Bix 26 ciuns 2021 poky

3asiBHUK, KpaiHa

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

CrnoHncop, kpaina

«Cynosion ®apmaceroTikaic [Hk.» (Sunovion Pharmaceuticals Inc.), CIITA




2 NPOJOBXKEHHS 10/aTKa 49

CynytHi —
MaTtepiaiu/mpenaparu
CyIyTHBOI Tepamii

B.o. renepanbnoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0€e3MeYeHHs IBan 3A/IBOPHUX




Jonarox 50

70 Haka3zy MiHicTepcTBa OXOPOHU 30POB’ st
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455

23.06.2021 Ne 1265
Inentudikarnis cyrreBoi [TociObuuk 13 mocmimkenHs ans namienta, 14 ciung 2021 poky [VO1 UKR(uk)], ykpaiHCbKOIO MOBOIO;
MOIPaBKH [TociObHuk i3 mocmimpkeHHs s narienti, 14 ciuas 2021 poky [VO1 UKR(ru)], pociiichkor0 MOBOO;

JlucriBka 3 BUcioBIeHHAM noasaku, 27 ciuns 2021 poky [VO1 UKR(uk)], ykpaincekoro moBoro; Kaptka 3
BISTYHICTIO, 27 ciuns 2021 poky [VO1 UKR(ru)], pociiicbkor0 MOBOIO

Howmep Ta nara Hakasy Ne 516 Big 22.03.2021
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

HazBa kiiH14HOTO «PannomizoBaHe, moOJBIMHE ciine, IM1ale00-KOHTPOJIbOBaHe, OaraTOLEHTPOBE JIOCHIKEHHS B

BUIIPOOYBaHHS, KOJI, napajeabHHUX Ipynax Juisd OUiHKU (papMakoJUHAMIKH, (papMaKOKiHETUKH, O€3MEeUYHOCTI Ta ePEeHOCHUMOCTI

BepCis Ta JaTa npenapary GLPG3970 npu nepopaibHOMy 3aCTOCYBaHHI HPOTATOM 12 TIKHIB y JOPOCIUX MAIlIEHTIB 3
aKTUBHMM CUCTEMHUM 4epBOHMM BoBuakom», GLPG3970-CL-102, Bepcis 1.0 Bix 17 Bepecus 2020 poky

3asiBHUK, KpaiHa [Mianpuemctso 3 100% inozemuoro inBectuuieto «AUK’TOBIA P/ZIC Ykpaina»

CnoHcop, kpaiHa Galapagos NV, Belgium

CynyTHi —

MaTepiaau/mpenapaTru

CYNyTHBOI Teparii

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




Jonatok 51

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpPKEHHS CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

Bpomrypa nocnigauka MK-3475, suganns 20 Big 08 Gepesns 2021 poky, aHTIiHCBEKOI0 MOBOIO; YKpaiHa,
MK-7339-008, Indopmaris Ta JOKyMEHT Ipo iHPOPMOBAHY 3roy JUIS MAaLi€HTa, YKPAaTHCHKOK MOBOIO,
Bepcis 5.0 Bim 14 tpaBus 2021 poky; VYkpaina, MK-7339-008, Iudopmaris Ta TOKyMEHT PO
iH(pOopMOBaHy 3roy AJIs Mali€HTa, POCiiicbkoto MOBOIO, Bepcis 5.0 Big 14 tpaBus 2021 poky

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2107 Bix 17.10.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Hocmimkenns I da3u ana nemOponizymady y komOiHalii 3 KapOOIIaTHHOM / TaKCaHOM (IaKJIITaKCel
abo Hal-makiiTaKcesn) 3 MOJAIBLIMM BBEICHHSIM MeMOpoiizymaldy y KoMmOiHamii 3 HiATPUMYIOUHUM
JIKyBaHHSM ojarnmapuboM abo 6e3 HbOro B SKOCTI Tepamil Mepioi JiHii y Malle€HTIB 13 METacTaTUYHUM
IUTOCKOKJIITUHHUM HeApiOHOKMITHHHUM pakoM JereHiB (HKPJI)», MK-7339-008, 3 iHkopnopoBaHOO
norpaBkoro 03 Bix 08 rpynnst 2020 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHoto BianoBinanbHicTIO «MCJl Ykpaina»

CrnoHcop, kpaina

«Mepk lapn Enn JJoym Kopn.», nouipne nianpuemctso «Mepk Eng Ko., Ik.», CHIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JonaTok 52
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHUX 3aC00iB Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

Omnosnenuit mporokon pocuimkenus CBP-307CN002, Bepcis 6.0 Bix 25 rpyaas 2020 poxy, aHTTiHCHKOIO
MOBOI; bpomrypa mocmimaumka mis npenapary CBP-307, Bepcis 6.0 Bim 15 tpymus 2020 poky,
aHTIIMChKOI0 MOBOIO; [H(opMamiitauii aucToK 1 dopma iHpopMoBaHOI 3romau, s cramii 1, Bepcis
V5UKR(uk)1.0 Bim 05 kBitHs 2021 poky, mepekian yKpaiHChbKO MOBOIO Bif 12 xBitHsS 2021 poky;
[ndopmartiitnuii mucrok 1 popma iHpopmoBanoi 3roau, 1 ctanii 1, Bepcis VSUKR(ru)1.0 Big 05 kBiTHS
2021 poky, mepeknan pociiicbkoro MoBoro Bif 12 kBiTHS 2021 poky; [Hdopmamiitauii mucTok 1 dpopma
iHdopmoBanoi 3romu, ana cramgii 2, Bepcis VSUKR(uk)1.0 Big 05 xBitHa 2021 poky, mepekiaf
yKpaiHChbKOIO MOBOIO Bif 12 kBiTHS 2021 poky; Indopmamiitauii mucTok 1 ¢popma iHGOpMOBaHOT 3ro/H,
muis cranii 2, Bepeis VSUKR(ru)1.0 Big 05 kBiTHs 2021 poky, nepekiaa pociiicbkoro MOBOIO Bif 12 KBiTHs
2021 poky; Indopmaniitnuii nuctok 1 popma iHGOPMOBAHOT 3roAM BariTHOI MApPTHEPKU HA MPOBEJECHHS
aHaJli3y Ha BariTHICTH 1 BiAMOBigHE mojaibiine crnocTepexenHs, Bepcist V2.0UKR(uk)1.0 Bix 05 kBiTHS
2021 poky, nepeknan ykpaiHcbkoro MoBoro BiJ 09 kBiTHs 2021 poky; IHdopmaniiiauii muctok 1 popma
iH(OpMOBaHO{ 3roJIM BariTHOI MAPTHEPKHU Ha NMPOBEJCHHS aHaJi3y Ha BariTHICTH 1 BIANOBIAHE MOAAJbILE
cnocrepexxenHs, Bepcigs V2.0UKR(ru)1.0 Big 05 kBiTHS 2021 poky, mepekiajy pociiicbkor0 MOBOIO BiJ
09 xBitHa 2021 poky; Kaprka ywyacHumka pocnijpkeHHs, Bepcis 3.0 Bix 29 ciuns 2021, mepekian
yKpaiHchbKo10 MOBOIO Bija 12 kBiTHS 2021; KapTka yuacHuka nocmixeHHs, Bepcist 3.0 Bix 29 ciuns 2021,
TepeKsIaj] pociicbkor MOoBOTO Bijl 12 kBiTHs 2021

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 516 Bix 22.03.2021

Ha3ssa xiiniuyHOrO
BUIIPOOYBaHHS, KO/,
Bepcis Ta qaTa

«bararomeHTpoBe, paHIOMI30BaHE, MOJBIHE ciime, TUIale00-KOHTPOIhOBAHE KIIHIYHE JOCITiIKEHHS
¢dasu Il gms ominkm edekruBHOCTI Ta Oe3mevynocti mpenapaty CBP-307 y mamieHTiB i3 BHpa3KOBUM
koxitoM (BK) cepennroro ta Baxkoro crynens», CBP-307CN002, Bepcis 5.0 Bix 17 rpyans 2019 poky
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3asBHUK, KpaiHa

innpuemctso 3 100% ino3emuoro inBectuuiero «AVMK’FOBIA PJIC Ykpaina»

Cnoncop, kpaiHa

Suzhou Connect Biopharmaceuticals, Ltd., China

CynytHi
Marepiaiau/mpenaparu
CYIYyTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary
(apmaneBTHYHOTO 3a0e3NeYeHHA

Isan 3AZIBOPHUX




JonaTok 53
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

Omnosnenuit [Iporoxon mocmimkenus — IIporokon NN1436-4478, Bepcia 3.0 ¢dinanpHa, Big 14 kBiTHA
2021 p. (Protocol NN1436-4478, version 3.0, Final, dated 14 Apr 2021). CynyTHi MaTepiaiu, o MOXYTb
HaJaBaTHCh MAIllEHTaM — KaTajJor CTapTOBOro HabOpy ydacHHMKa HociijkeHHs, (iHampHa Bepcis 1.0-
UA(UK) Bix 21 xBitHs 2021 p., yKpaiHCBKOIO MOBOIO.

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 187 Bix 05.02.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHSI, KOJ,
BepCis Ta JaTa

«26-TIKHEBE TOCTIKEHHS e()eKTUBHOCTI Ta OS3MEKH MOTHKHEBOTO MPHHOMY THCYITIHY aiikoek (icodec)
y MOpPIiBHSIHHI 3 MIOJCHHUM IpuitoMoM iHCyniHy nermozek (degludec) y mamieHTiB 3 yKpOBUM JTiabeToM
2-r0 TUMy, SKi JIKYIOThCS Oa3aJlbHUM 1HCYJdiHOM 3 abo 0e3 3acToCyBaHHS HEIHCYJIiHOBUX
npotuaiabetnuHux npenapariy., NN1436-4478, Bepcis 2.0, pinansua, Big 30 nuctonaga 2020 p.

3asiBHUK, KpaiHa

TOB «HoBo Hopaick Ykpaina»

CrnoHcop, kpaina

Novo Nordisk A/S, Denmark

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




Honatok 54
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHH JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

Omnosnenuii mpotokon kiiHiyHOro BurpoOyBanus HLX10-005-SCLC301, Bepcis 4.0 Big 05 mrororo
2021 poky; bpomypa mocmimgauka mms HLX10, Bepcis 4.1 Big 25 xoBtHa 2020 poxy; Popma
1H(OpPMOBaHOI 3roH IS Y4acTi y KJIIHIYHOMY HayKOBOMY JOCIIKEHH1, MOJeNnb s YKpainu, Bepcis 5.0
Bix 30 Oepe3ns 2021 poxy (ykpaiHChKOIO Ta pociiicbkoro MoBammu); JlomaTtkoBa ¢opma iHhopmMoBaHOI
3ro/IM Ha JIIKYBaHHS IiCIIsl IPOTPECYBaHHS 3aXBOPIOBaHHS (HEOOOB’sI3KOBA), MOJIENb Al YKpaiHu, Bepcist
4.0 Bix 30 Gepesnst 2021 poky (YKpalHCHKOIO Ta POCICHKOI0 MOBAMH)

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

Ne 1360 Bix 10.06.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PannomizoBaHe mojBiiiHe ciine OararouneHTpoBe nociikeHHs (asu |l 11 mopiBHSHHS KIIHIYHOT
epexTuBHOCTI Ta 6e3neyHocti HLX10 (pekoMOiHaHTHOrO r'yMaHi30BaHOTO MOHOKJIOHQJIBHOTO aHTHUTLNIA
1o PD-1 (autu-PD-1) nns 10’exuiit) B komOiHawii 3 XimMioTeparieto (kapOomiaTuH + eTono3u/) y paHilie
HEJIIKOBaHUX MAI[IEHTIB 3 MOIIMPEHO0 (OpMOI0 ApiOHOKIITHHHOrO paky jereHi (JJKPJI)», HLX10-005-
SCLC301, Bepcis 3.0 Bix 08 xBiTHs 2020 poky

3asiBHUK, KpaiHa

TOB «(ITAPEKCEIJI Vkpaina»

Cnoncop, kpaina

Shanghai Henlius Biotech, Inc., China / [llanxait Xenniyc baiiotek, [nk., Kutait

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




JonaTok 55
70 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ s
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

OnoBiieHU# MPOTOKOI KIiHIYHOTO BUNpoOyBanHd MK-3475-585 3 inkopmnopoBaHoto nomnpaBkow 08 Bif
16 xBiTH 2021 p.anriiiicekoro MoBoro; bpomypa mocmiganka MK-3475, sunanas 20 Big 08 Oepesss
2021 poky, aHrmiiicbkor MOBO; Ykpaina, MK-3475-585, Bepcis 03 Bix 21 kBitHst 2021 p. ykpaiHCBKOIO
MOBOIO, iH(pOpMaIlisg Ta TOKYMEHT Mpo iH(OopMOBaHy 3roy Juisi naiienrta; Ykpaina, MK-3475-585, Bepcis
03 Bix 21 kBiTHs 2021 p. pociiicbkor0 MOBOM, iH(pOpMaIlid Ta JOKYMEHT MpPO 1HPOPMOBAHY 3TOAY IS
narfiesra

Homep ta narta Hakasy
MO?3 11010 3aTBEPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 662 Bix 16.03.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PangomizoBane, mnojBiliHe-ciine kiiHIYHEe gochimxkeHHs Il dasum memOponizymady (MK-3475) Ta
ximiorepanii (XP ab6o FP) B mopiBHsHHI 3 1utane6o Ta ximiotepamieto (XP abo FP) B sxocti
HEO0Aa/'FOBaHTHOTO / aJ'TOBAaHTHOrO JIKYBaHHS MAIl€HTIB 3 aJ€HOKapLUMHOMOIO HUIYHKY Ta IUIYHKOBO-
ctpaBoxignoro 3‘enqnanus (LLIC3) (KEYNOTE-585)», MK-3475-585, 3 inkopnopoBaHoto nonpaskoto 07
Bix 11 ciuns 2021 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 0OMexeHoto BianoBinaibHicTIO «MCJl Ykpaina»

Cnoncop, kpaiHa

«Mepk lapn Enn Joym Kopn.», nouipae nianpuemctso «Mepk Enpg Ko., [Hk.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTtepiaiu/mpenapaTu
CYIyTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Isan 3AZIBOPHUX




JonaTok 56

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpPKEHHS CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455

23.06.2021 No 1265

Inentudikarnis cyrreBoi Omnosnenuit [Ipotokon xiiHiuHOTO BUNpoOyBaHHA 63935937MDS3001, 3 mompaBkoto 6 Big 01 kBiTHA
IIOIIPaBKH 2021 poky
Howmep Ta nara Hakasy Ne 2777 Big 02.12.2020
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS
Hasga xiiaiuHOTO «docmimxenns 3 oninku npenapaty Imerenscrat (GRN163L) y mikyBaHHI 3ajeXHUX BiJ TpaHC)y3ii
BUIIPOOYBaHHS, KO/, namieHTiB 3 MienogucmiacTuuHuM cuaapomMoM (MJIC) 3 «HH3bKHM» ab0 <« IPOMIKHUM-1» CTymeHeM
Bepcis Ta JaTa pu3uky 3a mkaior IPSS, 3 mporpecyBaHHsM a0o0 BiJICYTHICTIO BiJIOBiJi Ha TEparmilo EpUTPOIIOE3-

crumyiorounmu areitamu (ECA)», 63935937MDS3001, 3 nonpaskoto 5 Bix 29 yepBHs 2020 poky
3asiBHUK, KpaiHa TOB «(ITAPEKCEIJI Vkpaina»
CrnoHcop, kpaina I'epon Kopnopetim, CIIIA / Geron Corporation, USA
CynyTHi —
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

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




Jonatok 57
70 Haka3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

OnoBIleHUH MPOTOKOJ KJIiHIYHOTO BUIpoOyBaHHs, Bepcisa 2.0 Bix 11 muctonaga 2020 poky aHIUIIHCHKOO
MoBoI0; IH(opmariitnmii mucTok mamienta ta ¢opma iHdpopmoBaHoi 3roau, Bepcis 3.0 Bixg 19 Oepesns
2021 poxy yKpaiHCBKOIO Ta pOCIHChKOI0 MoBaMu; IH(popmamiiiHuii JTUCTOK THalieHTa Ta Qopma
iH(OpMOBaHOT 3rou ISl MOIYJIS T€HETHYHOTO mociiipkeHHs, Bepcis 1.0 Big 19 Gepe3ns 2021 poky
YKpaiHCBKOK Ta pOCiiicbkolo MoBamu; KapTka y4yacHHMKAa KIIHIYHOTO JOCTIJDKCHHS Ha BHIIQJOK
Ha/I3BUYaiiHOI cutyarlii, Bepcis 2.0 Bim 22 rpynus 2020 poky yKpaiHCBKOIO Ta POCIHCHKOI0 MOBAMU;
3aranbHa OIlIHKA CIIBBIJHOLICHHS PU3UKY Ta KOpHUCTi, Bepcis 2.0 Bix muctonaga 2020 poky aHTIIIHCHKOO
MOBOI0; [TotoBKeHHS TepMiHY IPOBEIECHHS KIIHIYHOTO BUMTPOOYBaHHs B YKpaiHi 10 26 ciuns 2025 poky;
BxitoueHHs J1OJAaTKOBOTO JIOCHIIKYBAHOTO Jikapcbkoro 3aco0y - Hipamapi6 (Niraparib)/ 3emxyna
(Zejula) (L-001946812-005R, MK-4827, C1508283, GSK3985771), kancymu, 100 mr, BHPOOHUKH:
Mayne Pharma, Inc., CIIIA; Quotient Sciences - Philadelphia, LLC, CIIIA; Shanghai STA Pharmaceutical
Product Co. Ltd., Kuraii; Almac Clinical Services Limited, Benuxoopuranis; Almac Clinical Services,
CIIIA; Almac Clinical Services (Ireland) Limited, Ipnanaiss; BkitoueHHS 10AaTKOBOTO JOCTiAKYBAHOTO
nikapebkoro 3aco0y — Ilmame6o mo HipamapiOy (Niraparib)/ 3emxyna (Zejula), karncynu, BUpOOHUKHU:
Patheon Inc., Kanana; Mayne Pharma, Inc., CIIIA; Quotient Sciences - Philadelphia, LLC, CIIIA; Almac
Clinical Services Limited, Benukoopuranisi; Almac Clinical Services, CIIIA; Almac Clinical Services
(Ireland) Limited, Ipmanmist; BkirodeHHs 101aTKOBOTO JOCIIIKYBAHOTO JIIKapChbKOro 3aco0y - Hipamapio
(Niraparib) (L-001946812-005R, MK-4827, C1508283, GSK3985771), Ta0yieTku, BKPHUTI IUIIBKOBOIO
obosonkoro, 100 mr, Bupoounuku: Mayne Pharma, Inc., CIIIA; Wuxi STA Pharmaceutical Co., Ltd.,
Kuraii; Almac Clinical Services Limited, BenukoOpuranisi; Almac Clinical Services, CIIIA; Almac
Clinical Services (Ireland) Limited, Ipmannig; GlaxoSmithKline Research & Development Limited,
BenmukoOpuranis; GlaxoSmithKline Research and Development Limited, Ipmangis; GlaxoSmithKline
LLC, CHIA; DHL Supply Chain (Ireland) Limited, Ipnanais; BxiroueHHs 104aTKOBOTO 10OCIIIKYBAaHOTO
Jikapebkoro 3aco0y - Ilmane6o no HipamapiOy (Niraparib), TabneTku, BKpUTI IJTIBKOBOIO 00OJIOHKOIO,
BupoOHUKH: Mayne Pharma, Inc., CIIIA; Wuxi STA Pharmaceutical Co., Ltd., Kutaii; Almac Clinical
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Services Limited, Benmuko6puranis; Almac Clinical Services, CIIIA; Almac Clinical Services (Ireland)
Limited, Ipnanmis; GlaxoSmithKline Research & Development Limited, BenukoOpuraHnis;
GlaxoSmithKline Research and Development Limited, Ipmanais; GlaxoSmithKline LLC, CIIIA; DHL
Supply Chain (Ireland) Limited, Ipmanngis; bpomrypa mocnigHuKa JOCHTIIKYBAaHOTO JIIKAPCHKOTO 3ac00y
Hipamapi6 (Niraparib), Bepcis 11 Big 17 uepBusa 2020 poky aHTIIHCHKOI0 MOBOIO; JIOChE JOCIIIKYBaHOTO
nikapceekoro 3aco0y Hipamapi6 (Niraparib) y kancynax, Bepcis 10.0 Bix Bepecus 2020 poky aHTIIiCBKOI0O
MOBOI0; Jlocke mociimkyBaHoro Jikapcbkoro 3aco0y Hipamapi6 (Niraparib) y tabnerkax, Bepcis 2.0 Bif
mamHs 2020 poKy aHTIIHCHKOI0 MOBOIO; 3pa3oK MapKyBaHHS TEpPBUHHOI ymakoBKu aisi HipamapiOy
(Niraparib) ab6o BiamoBinHoro miane6o, kancyiau, 100 mr, Big 16 motoro 2021 poky ykpaiHCEKOI0 MOBOIO;
3pa3ok MapKyBaHHS NepBHHHOI ymakoBku st HipamapiOy (Niraparib) abo BiamoBimHoro miane6o,
tabnetku, 100 mr, Bix 12 6epe3ns 2021 poky ykpaiHCBKOIO MOBOIO; JlOChE HOCHIIKYBAHOTO JIKAPCHKOTO
3aco0y Jlocrapmimab, Bepcis 7.0 Bim Oepesns 2021 poky aHIIINWCBEKOI MOBOIO; JlomaHHS KOIy
«GSK4057190A» no onucy I0ciiKyBaHOTO Jikapcbkoro 3aco0y: Jocrapnimab (Dostarlimab) (TSR 042,
WBP-285), pozunn ms indysii, 500 mr/10 v (50 mr/mi); 3amydeHHs 10JaTKOBHX BUPOOHUYHX JIiISTHOK
TS IOCTIKYBAHOTO Jiikapchkoro 3aco0y Jlocrapiimad (Dostarlimab) (TSR 042, WBP-285), po3uun mis
iHOy3ii, 500 mr/10 mi (50 mr/mi): Fisher Clinical Services GmbH, Himeyunna; Almac Clinical Services
Limited, Benuko6puranisi; Almac Clinical Services, CIIIA; Almac Clinical Services (Ireland) Limited,

Ipnanmis.
Howmep 1a nara nHakasy Ne 767 Bin 02.04.2020
MO?3 11010 3aTBEpPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS
HazBa kiiH14HOTO PanpomizoBane mojBiiiHe ciinme OararouneHTpoBe mociipkeHHs ¢aszu 3 mocrapiimady (TSR-042) B
BUIIPOOYBaHHS, KOJI, KOMOIHaIi 3 KapOOIUIATUHOM 1 MAaKJITaKCEeJIOM IMOPIBHAHO 3 Iulanebo B KoMOiHawii 3 KapOomIaTHHOM 1
Bepcis Ta JaTa MAaKJIITAKCEJIOM y MAIIEHTOK 3 PEIMIMBHUM a00 MEPBUHHHUM IMOMIMPEHUM pakoM eHpometpito (RUBY),
4010-03-001, Bepcis 1.1 Bix 13 6epesnst 2019 poky
3asBHUK, KpaiHa TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIAAJIBHICTIO «D®APMACBIOTIKAJI PICEPY

ACCOVYIINENTC YKPATHA» (TOB «®PA YKPATHAY)

Cnoncop, kpaiHa TESARO, Inc., CIIA
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CynytHi —
MaTtepiaiu/mpenaparu
CyIyTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary
(papmaneBTHYHOrO 3a0e3ne4YeHHS IBan 3AZIBOPHUX




JonaTok 58
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 9 1o Haka3y
MiHicTepcTBa OXOPOHH 37I0pOB’sl YKpaiHu
Bix 15 Gepesnst 2021 poky Ne 455
23.06.2021 No 1265

Inentudikarnis cyrreBoi
MOTIPaBKH

Onosnenuii [IpoTokon KimiHIYHOTO AOCTiKeHHs, Ko nocmimkenHs: FCZ/DX/G/G/-01, Bepcis Ne 3 Bix
03.03.2021; onoBnena Iudopmamis nns namienta (iHGoOpMaliiiHMIA JUCT y4YacHWKA OCTIDKEHHS Ta
¢dbopma iH(DHOpPMOBaHOT 3roAM Malll€HTa HAa y4acTh B KIIHIYHOMY AOCITIXKEHH1) YKPAiHCHKOIO MOBOIO, KOJ
nocmimkenns: FCZ/DX/G/G/-01, Bepcist Ne 3 Big 03.03.2021; onoBnena I[Hdopmamis mas mamieHTa
(iHpopMariiiHuil THCT ydacHUKA JTOCIIHKeHHS Ta QopMma iH()OPMOBAaHOI 3rojd Mali€HTa Ha y4acTbh B
KIIIHIYHOMY JIOCIIJDKEHH1) pOCiiichKkor0 MOBOO, kox mociimkenHs: FCZ/DX/G/G/-01, Bepcis Ne 3 Bin
03.03.2021; onosnena InauBinyanbHa peectpaniiina hopma, kon gociimkenns: FCZ/DX/G/G/-01, Bepcis
Ne 3 Bixg 03.03.2021; onoBnenuii Cunorncuc IIpoTokony KIIHIYHOTO JOCIHIIKEHHS, KOJ ITOCIiIKCHHS:
FCZ/DX/GIG/-01, Bepcis Ne 3 Bim 03.03.2021; onoBnenuii I1[oeHHUK MalieHTa YKPaiHCHKOIO MOBOIO,
kon mociimxenus: FCZ/DX/G/G/-01, Bepcis Ne 3 Big 03.03.2021; ononenuii IllonenHuk mnarieHTta
pociiicbkoro MoBorw, kon nocnimkenns: FCZ/DX/G/G/-01, sepcia Ne 3 Bim 03.03.2021; IlogoBkeHHS
TEPMIHY TPHUAATHOCTI JTOCHIIKYBAHOTO JIIKapCchKkoro 3aco0y Jlekca-3mopoB’s, rens, 3 30 g0 36 MicHIliB;
oHoyieHuil Po3nin 3.2.P.8 «CtabuibHICTEY JOChE JOCHTIKYBAHOTO JIIKapchkoro 3acody Jlekca-310poB’s,
renb, koa 122/CT/24/18/UA, Bepcia 03/2021; onoBnenuit Tekct MapKyBaHHS IEpBUHHOI YIIaKOBKH (Ty0a)
JUId  KJTHIYHUX BHUNPOOYBaHb JIOCIHIIKYBAaHOTO JiKapchkoro 3aco0y Jlexca-310poB’s, remb, Bepcis
03/2021; onoBneHuil 3pa3oK €TUKETKH JUIsl KJIIHIYHUX AOCIIIKEHb JOCIIIKYBAaHOTO JIIKApChKOTo 3ac00y
Hexca-3nopoB’s, renb, Bepcis 03/2021; 3mina BiamoimampHOro nocmigHuka i Micisg mpoBeneHHs
KJIiHIYHOrO BUNpoOyBaHHsA: byno- mikap opromen-tpaBmaronor — MasuskoB Ceprii MuxaiinoBud
KomynaneHe HekoMmepuiiiHe mianpuemMctBo «Micbka KiiHIYHa OaraTonpodinbHa nikapHa Ne 17»
XapkiBCbKOi MICBKOI paju, TpaBMAaTOJOTIYHE BiAAiIeHHs, mpocn. MockoBehkuil, Oya. 195, m. Xapkis,
61037, Ykpaina; Crano-3aBigyBay 00JacHOTO JIKyBaJIbHO-A1arHOCTUYHOTO PEBMATOJIOTIYHOTO LIEHTPY —
I'opaienxo Onena BiktopiBHa KomyHnansHe mianpuemctBo «llonTaBchka obiacHa KIIIHIYHA JIIKApHS 1M.
M.B. CkmidocoBcekoro IlonraBcekoi ob6macHOi paau», oOJacHUM  JIKYBajdbHO-A1arHOCTUYHUN
peBMaToNOTiYHMM 1IeHTp, M. [lonTasa, By:n. LlleBuenka, 23, 36011, Ykpaina:
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Crano

KomyHanbne

nikap MazuskoB C.M.
HEKOMeEpIIiiiHe
«Micpka kimiHIYHa OarartonpodiapHa JikapHs No
17» XapkiBcbKOi MICBKOI paau, TpaBMAaTOJOTiYHE
BIIZIIJICHHS M. XapKiB

M1 ITPUEMCTBO

3aB. 1ieHTpy ['opaierko O. B.

Komynanene miampuemctBo — «IlonraBchka
obyacHa KJIIHIYHA JiKapHS M.
M.B. Cki1ihocOBCHKOTO [TonraBcekoi
obmacHoi paagu», OOJacHWN  JIIKyBaJbHO-
JTIarHOCTUYHUN PEBMATOJIOTIYHUH TEHTP, M.
[TonraBa

Howmep Ta nara Hakasy Ne 568 Big 27.02.2020

MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3sBa k1iHi9HOTO «[lopiBHsUTBHA OIlIHKA €EKTUBHOCTI Ta MEPEHOCUMOCTI mpenapary Jlekca-310poB's, el BUPOOHHUIITBA

BUNIPOOYBaHHSA, KO/, TOB «®apmaneBTryHa KOMMNaHis «310pOB's» Ta mpernapary EHaHrens, reib BUPOOHHUIITBA KOMITaHii

Bepcis Ta Jara «Laboratorios Menarini, S.A.» y Mali€HTiB 3 TPAaBMATUYHUMHU YIIKOJDKEHHIMHU CYX0XKHIBHO-3B’I3KOBOTO
anapary», FCZ/DX/G/G/-01, Bepcist mpoTtokoiy Ne 2 Bix 14.12.2019

3asBHUK, KpaiHa ToBapucTBO 3 00MEKEHOIO BiINOBIAaIbHICTIO «PapMalieBTHUHA KOMITaHis «310poB's», YKpaina

CnoHcop, kpaiHa ToBapucTBO 3 00MEKEHOIO BiINOBIAaIbHICTIO «PapMalieBTHUHA KOMITaHis «310poB's», YKpaiHa

CynyTHi —

MaTtepiaiu/mpenaparu

CYMYTHBOI Tepamii

B.o. renepasibnoro aupexkropa /lupekropary
(apManeBTHYHOTrO 3a0e3Me4YeHHA

Isan 3AZIBOPHUX




JonaTtox 59

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CyTTEBUX MOMPABOK Ta
BHECEHHS 3MiHHU 10 AonaTtka Ne 9 mo Hakazy
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Big 15 Gepesnst 2021 poky Ne 455

23.06.2021 Ne 1265
Inentudikarnis cyrreBoi 3MiHa Miclg TPOBEAEHHS KIIHIYHOTO BUITPOOYBAaHHS !
MIOTIPaBKHU
byno Crano
I.M.H., ipo¢. Makenoncekuii 1.O. I.M.H., ipo¢. Makenoncekuit 1.O.
KomyHanene nianpueMctBo | KomyHanbhe HiANPUEMCTBO
«JIHIPOTIETPOBCHK U crieniaiizoBanuii | «JlHIMPONIETPOBCHKUI crieniaxi3oBaHui

KIIIHIYHUA MEIWYHUN IICHTP Marepl Ta JUTUHM | KJIIHIYHUN MEIUYHHUHN IIEHTP MaTepi Ta TUTUHU IM.
iMm. pod. M.®. PynneBa» JlnimponerpoBcbkoi | mpod. M.®. PynneBa» JIHIMpOmeTpoOBCHKOI
oOmacHoi panu», BiAJIJIEHHA aHecTe3ionorii 3 | oOnacHOi paau», BIIJIJIEHHA aHecTe3loJorii 3
JTKKaMH IHTEHCUBHO1 Tepamii, M. J[Hinmpo JKKaMH 1HTEHCHUBHOI Teparrii, KOHCYIbTaTUBHO-

JIarHOCTHYHE BIJUIUICHHS AJs AiTei, M. J{Hinpo

Howmep Ta nara Hakazy
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 549 Bin 27.08.2015

Ha3ssa xiiniuHoro
BUIIPOOYBaHHSI, KOJ, BepCis
Ta 1ara

«PannomizoBaHe, BIAKPUTE JOCITIHKEHHS 3 aKTUBHUM KOHTPOJEM JJisl OI[iHKUA Oe3MeYHOCTI Ta OMUCOBOI
e(eKTUBHOCTI y NMeAIaTPUYHUX XBOPHUX, Kl MOTPEeOyIOTh 3aCTOCYBAHHS aHTHKOATYJSHTIB JJIS JIIKYBaHHS
BUIAJKIB BEHO3HOI TpoMOoemOomii», CV185-325/ B0661037, ¢inanbHUII TPOTOKON 3 iHKOPIOPOBAHOO
nonpaskoro 7 Big 12 mororo 2020 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

Cnoncop, kpaiHa

bpicron-Maitepc CkBi66 Intepuemnn Kopmopeiinmu [Bristol-Myers Squibb International Corporation],
Benbris
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CynytHi —
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

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




