JonaTtox 1
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00iB Ta

3aTBEP/IKCHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

«Bigkpure 6araToleHTPOBE paHIOMI30BaHe JOCTiKeHHs 3-1 (a3u mepiioi JiHii Tepanii enkopadeHiooM 3
IETYKCUMa0OM y MO€THAHHI 3 XiMmioTepariero abo 0e3 Hel B MOPIBHAHHI 31 CTaHIAPTHUM JIIKYBaHHSIM 3
BBIIHOIO (Da30r0 /IS OLIHKHM OE3MEYHOCTI 3aCTOCYBaHHS eHKopadeHiOy Ta meTykcuMaly 3 XiMioTeparmiero y
MAIiEHTIB 13 METAaCTaTUYHHM KOJOpeKTaldbHUM pakoMm i3 myraniero BRAF V600E», xon mociimxeHHs
C4221015, monpaska 3 o mpotokouy Bix 24 mortoro 2021 poky

3asiBHUK, KpaiHa

[1¢aiizep Iuk., CIIIA

CrnioHcop, kpaina

I1¢aiizep Iuk., CIIIA

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

Enxopadeni6; (PF-07263896; 1269440-17-6; PF-07263896; SUB177218); Encorafenib; Enkopadenio;
karicynu; 75 mr, mimirpam(u); Pfizer Ireland Pharmaceuticals, Ireland; Catalent Pharma Solutions LLC;
Solvias AG, Switzerland; Confarma France - Hombourg, France; Almac Clinical Services Limited, United
Kingdom; Fisher Clinical Services GmbH, Germany; Fisher Clinical Services UK Limited, United
Kingdom; Fisher Clinical Services GmbH, Switzerland; Eumedica NV, Belgium; Almac Clinical Services,
USA; Anderson Brecon Inc. (PCI of Illinois), USA; Fisher Clinical Services Inc., USA; Pfizer Inc. Pfizer
Worldwide Research and Development, USA; Pfizer Limited, UK;

[erykcumab; EPBITYKC; (205923-56-4; SUB01178MIG); Cetuximab; Erbitux; po3uun mis iH’ekmiid; 5
mr/mi, winirpam(u)/mininitp; Pfizer Ireland Pharmaceuticals, Ireland; Pfizer Inc. Pfizer Worldwide
Research and Development, USA; Pfizer Limited, UK ; Almac Clinical Services, USA; Almac Clinical
Services Limited, United Kingdom; Fisher Clinical Services Inc., USA; Fisher Clinical Services UK
Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Eumedica NV, Belgium; Fisher
Clinical Services GmbH, Germany

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

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

Komynanene mignpuemMctBo «KpHBOPI3bKUH OHKOJIOTIYHMNA aucniaHcep» JIHIMpOnmeTpoBChbKoi 00s1acHOi
paany, XiMioTeparneBTUYHE BijauieHHs, M. Kpuswuit Pir

2) k.m.H. [Janenko O.T'.

KomynaneHe HexomepuiiiHe mignpueMcTBo «Mickka kimiHiuHa jgikapHs Ne2 imeni npod. O.0. HlamimoBa»
XapKiBChbKOI MICBKOT pajin, MPOKTOJIOTIYHE BiIUICHHS, M. XapKiB

3) n.m.H. Cxopwmit J1.1.

KomyHaneHe HekoMepuiiiHe mianpueMcTBO «OO0JaCHUM LEHTP OHKOJOTI», OHKOXIPYpridHE BiJAIICHHS
IITYHKOBO - KUIIKOBOTO TPAKTY, M. XapKiB
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IIpenapatyu nopiBHSHHS,
BUpPOOHUK Ta KpaiHa

Bepanusyma6; 3ipabes™; 3IPABEB; (216974-75-3; SUB16402MIG); Bevacizumab; Bepanusymao;
KOHLICHTPAT sl po3uuHy Juis iHQy3id; 400 mr/16mn (25 mr/min); Pfizer Ireland Pharmaceuticals, Ireland,;
Pfizer Inc. Pfizer Worldwide Research and Development, USA; Pfizer Limited, UK; Almac Clinical
Services, USA; Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services Inc., USA;
Fisher Clinical Services UK Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland,;
Eumedica NV, Belgium; Fisher Clinical Services GmbH, Germany;

Kanerura6in; KAIIEIIUBEKC 150; Kamenura6in; 154361-50-9; SUB12474MIG; Capecitabine,
Capecitabine Accord; Tabnerku; 150 mr, mimirpam(u); Pfizer Ireland Pharmaceuticals, Ireland; Pfizer Inc.
Pfizer Worldwide Research and Development, USA; Pfizer Limited, UK; Almac Clinical Services, USA;
Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services Inc., USA; Fisher Clinical
Services UK Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Eumedica NV,
Belgium; Fisher Clinical Services GmbH, Germany;

Okcamimiatun; OKCAJIIIIJNIATUH/ OXALIPLATIN; (61825-94-3; SUB09490MIG; Oxaliplatin;
OxcanminiatuH; KOHIEHTpPAT A PO34YMHY Uit 1HQY3id; 5 mr/mum, mimirpam(um)/mitimitp; Pfizer Ireland
Pharmaceuticals, Ireland; Pfizer Inc. Pfizer Worldwide Research and Development, USA; Pfizer Limited,
UK; Almac Clinical Services, USA; Almac Clinical Services Limited, United Kingdom; Fisher Clinical
Services Inc., USA; Fisher Clinical Services UK Limited, United Kingdom; Fisher Clinical Services GmbH,
Switzerland; Eumedica NV, Belgium; Fisher Clinical Services GmbH, Germany;

IpuHoTeKaH (ipMHOTEKaHY TiIpoxJopuay Tpurigpar); (97682-44-5; 100286-90-6; SUB08295MIG;
Irinotecan, CAMPTO); po3uun s in'exmii; 300 mr/15 ma (20 mr/min); Pfizer Ireland Pharmaceuticals,
Ireland; Pfizer Inc. Pfizer Worldwide Research and Development, USA,; Pfizer Limited, UK; Almac Clinical
Services, USA; Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services Inc., USA,;
Fisher Clinical Services UK Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland;
Eumedica NV, Belgium; Fisher Clinical Services GmbH, Germany;

Kanpmiro ¢ominar (yeifikoBopun/ neiikoBopuH Kaibio (leucovorin/leucovorin calcium); 1492-18-8;
SUB06052MIG; Calcium Foli; po3umn mus iw’exumiii; 300 mr/30 mn (10 mr/mim); Pfizer Ireland
Pharmaceuticals, Ireland; Pfizer Inc. Pfizer Worldwide Research and Development, USA; Pfizer Limited,
UK; Almac Clinical Services, USA; Almac Clinical Services Limited, United Kingdom; Fisher Clinical
Services Inc., USA; Fisher Clinical Services UK Limited, United Kingdom; Fisher Clinical Services GmbH,
Switzerland; Eumedica NV, Belgium; Fisher Clinical Services GmbH, Germany;

®Oropyparmr; DTOPYPAIINIT AKKOP/I; Fluorouracil; (51-21-8; SUB07721MIG); po3uuH AJs iH’ €KIIii;
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50 mr/ma, mimirpam(u)/mimiaitp; Pfizer Ireland Pharmaceuticals, Ireland; Pfizer Inc. Pfizer Worldwide
Research and Development, USA; Pfizer Limited, UK; Almac Clinical Services, USA; Almac Clinical
Services Limited, United Kingdom; Fisher Clinical Services Inc., USA; Fisher Clinical Services UK
Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Eumedica NV, Belgium; Fisher
Clinical Services GmbH, Germany;

Kanenura6in; KATIELIUBEKC 500; Capecitabine; (154361-50-9; SUB12474MIG); ta6nerku; 500 wr,
mimirpam(u); Pfizer Ireland Pharmaceuticals, Ireland; Pfizer Inc. Pfizer Worldwide Research and
Development, USA; Pfizer Limited, UK; Almac Clinical Services, USA; Almac Clinical Services Limited,
United Kingdom; Fisher Clinical Services Inc., USA; Fisher Clinical Services UK Limited, United
Kingdom; Fisher Clinical Services GmbH, Switzerland; Eumedica NV, Belgium; Fisher Clinical Services
GmbH, Germany

CynyTHi Enexrpokapaiorpadu, maboparopHi meHTpUPYrH (XOJOIIOBI), PEECTPATOPH TEMIIEpaTypH, TabopaTopHi
Marepiaiau/mpenaparu HabOpM 3 CYNPOBITHMMH MaTepiaiaMH, CKaHepd OapKojiB, JIPYKOBaHI MaTepiaid, eleKTPOHHI
CYIYTHbBOI Teparii ONUTYBAJIBHUKH, iIH(PY30MaTH Ta HAOOPH IS B/B BBEJICHb.

Kommanisi, sika jgie 3a JOBIPEHICTIO, SIKy HaJaB CIIOHCOP YM 3asBHHK Ha BBE3CHHS JOCIHIHKYBAaHHX
JiKapchKux 3aco0iB Ta cymyTHiX MarepianiB: TOB «C.M.O. - Ykpaina»; TOB «CMO - I'PYII Vkpainay;
TOB «KonTpakTHO-I0CTITHUIIbKA opraHizaiis [HHodapm-Ykpainay.

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0€e3NMeYCHHS Isan 3AZIBOPHHUX




JonaTtox 2
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEP/IKCHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

BaraTonienTpoBe, panmomizoBaHe, TOJBiiHE CiiNe, MIaned0-KOHTPOIbOBAaHE JOCTIKEHHS B MapalelbHUX
rpymnax s OmiHKH e(EeKTHBHOCTI, Oe3medHocTi Ta mepeHocumocTi CoTikiecTaTy B SKOCTI JOJaTKOBOT
Tepamii y maIieHTiB JUTIY0Tr0 BiKy Ta gopociux i3 cunapomom Jlennokca-I'acro (CJIT), koa mocmimKeHHS
TAK-935-3002, inimiansHa Bepcis Big 24 6epesnst 2021 poxy

3asiBHUK, KpaiHa

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

CnoHcop, kpaina

Takena [esenonment Cenrep Amepikac, Iak. (TAC Awmepikac) (Takeda Development Center Americas,
Inc.(TDC Americas)), United States of America

[Nepenix mocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcbka hopma,
T03yBaHHS, BUPOOHUK,
KpaiHa

Coriknecrar, Soticlestat, TAK-935, TAK-935/0V935 (TAK-935; soticlestat); tadmerku; 100 mr; Bushu
Pharmaceuticals Ltd. Kawagoe factory, Japan; SPERA Pharma, Inc. (momepemnss na3zBa Takeda
Pharmaceutical Company Limited), Japan; Sumika Chemical Analysis Service, Ltd., Japan; Sumika
Chemical Analysis Service, Ltd., Japan; Fisher Clinical Services, USA,

Coriknecrar, Soticlestat, TAK-935, TAK-935/0V935 (TAK-935; soticlestat); Ttadnerku; 20 mr; Bushu
Pharmaceuticals Ltd. Kawagoe factory, Japan; SPERA Pharma, Inc. (nmomepenns Ha3zBa Takeda
Pharmaceutical Company Limited), Japan; Sumika Chemical Analysis Service, Ltd., Japan; Fisher Clinical
Services, USA;

mianebo g0 Corikimecrar, Soticlestat, TAK-935, TAK-935/0V935 100 wmr; Tabnerku; Bushu
Pharmaceuticals Ltd. Kawagoe factory, Japan; SPERA Pharma, Inc. (momepenns na3Ba Takeda
Pharmaceutical Company Limited), Japan; Sumika Chemical Analysis Service, Ltd., Japan; Fisher Clinical
Services, USA;

mwane6o no Cotiknecrar, Soticlestat, TAK-935, TAK-935/0V935 20 mr; tabnerku; Bushu Pharmaceuticals
Ltd. Kawagoe factory, Japan; SPERA Pharma, Inc. (monepenns na3zsa Takeda Pharmaceutical Company
Limited), Japan; Sumika Chemical Analysis Service, Ltd., Japan; Fisher Clinical Services, USA;

Bianosinanbawmii (1)
JOCIITHUK (1) Ta MicCIe
(s1) mpoBeneHHS
BUINIPOOYBaHHS B YKpaiHi

1) k.m.H. [ensBa J1.10.

Komynansae Hexkomepitiiine mianpueMcTBo «IBaHo-dpaHkiBcbka o0OjacHa AUTSYA KIIIHIYHA JTiKapHs [BaHO-
@paHKiBCbKOT 00JaCHOT paguy, BIAUICHHS A JiTeH 3 ypakeHHSMH LEHTPaJbHOI HEPBOBOI CUCTEMH Ta
nopyueHHsIM QYHKIIT OTIOPHO-PYXOBOT0 anapaty, M. IBano-DpaHKiBCbK
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2) n.m.H. Kupuuenko A.T.

Komynanene mianpueMcTBO «JlHINponeTpoBchbka o0siacHa AWUTSAYA KITIHIYHA JKapHs» JHIIPONeTpOBChKOI
00J1acHO1 pany», HEUPOXIPYPriuHEe BIIIJICHHS 3 HEBPOJIOTIYHUMH JIKKaMH, M. JIHITTpo

3) k.m.H. MakenoHceka I.B.

KomyHnanpHe HeKoMmepIiiiHe mianpueMcTBO «Michbka quTsA4a KiIiHIYHA JikapHs NeSy JIHIMpOBChKOT MiChKOT
pazu, HeBPOJIOTiuHE BIUIUICHHS MOJIOALIOTO BiKy, M. J{HiNpo

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

Jep>kaBHui 3aKia «YKpaiHCbKHI MEIUMYHUN IIEHTp peadimiTarii AiTel 3 OpraHiuHuM ypaXeHHSIM HEpBOBOI
cuctemu MiHicTepCcTBa OXOPOHU 37I0POB ' YKpaiHU», KOHCYJIbTaTUBHO-IIarHOCTUYHE BigAiIeHHs, M. Kuis
5) k.M.H. XaputoHos B.1.

Komynansne Hekomepuiiine mignpuemctBo «Kuminiuna mikapus «[ICUXIATPISI» BukoHaBuoro oprany
KuiBchkoi michkoi paan (KuiBchbkoi MiChKOI iep:kaBHOT aaMiHicTparlii), Bigaiienus Nel 1, m. Kuis

[Ipenapatu nopiBHAHHA,
BUpPOOHUK Ta KpaiHa

CynyTtHi
MaTepianu/mpenaparu
CYNYTHBOI Teparii

— /=

B.o. renepaabHoro jupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




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

3aTBEP/IKCHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«MixHapoaHe, paHAOMI30BaHe, MOJIBIMHE CJiNe, aKTHBHO KOHTPOJBOBAHE IOCHIKCHHS 3 dasm s
MOPIBHSHHA  KITHIYHOI  e(eKTUBHOCTI, Oe3nme4yHocTi, (apMakoKiHETHKHM Ta  (hapMaKoJIUHAMIKA
JOCTIPKYBAaHOTO TOAI0HOTO OlojoriyHoro Jikapcekoro 3aco0y EBI1001 i3 3apeectpoBanum y €C
npernaparom Prolia® y »iHOK 3 0CTEOMOpo30M B MOCTMEHOMay3i», Kox mocmimkeras EB-CLIN-1001-03,
Bepcis 1.0 Bix 24 tpaBus 2021 poxy

3asBHUK, KpaiHa

ToBapuctBo 3 OO0mexeHorwo BiamosiganbhicTio «KoHTpakTHO-Jlochigauipka Opranizamis IaHOapM-
Ykpaina»

Cnoncop, kpaiHa

Eden Biologics, Inc., Taiwan / Exen baitonomxkikc, Iuk., TaiiBanb

[Nepenix mocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcbka hopma,
T03yBaHHS, BUPOOHUK,
KpaiHa

EB1001 (denosumab) (EB1001; pexkomOiHaHTHE MOBHOPO3MIPHE MOHOKJIOHAJIbHE AHTHTIJIO JIFOJAUHH
nigknacy 1gG2); Po3unn mis iH €K1l Y MOMepe b0 3al0BHEHOMY OJHOPAa30BOMY HINpPHIl 00’eMoM 1 mi,
mo mictuth 60 mr/mn npemapary EB1001; Eden Biologics, Incorporate., Taiwan; Ajinomoto Bio-Pharma
Services, USA; Nelson Laboratories, USA; Charles River Laboratories, USA; PCI Pharma Services,
Australia; PPD Development Ireland Ltd., Ireland;

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

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

MeauuHuii LEHTp TOBApUCTBA 3 OOMEXKEHOI0 BIANOBLAANBHICTIO «IIpeBeHTKIIIHIKa», KOHCYJIbTaTUBHO-
miarHoCTHYHUM Bigmiia, M. Kuis

2) nikap JlitoBuenko 1.B.

MenuuHuii IEHTp TOBapuCTBAa 3 OOMEXKEHOIO BiAmoBinanbHIcTIO «Xenc KuiiHik», Bigain kapaionorii ta
pPEBMaTOJIOT1i MEAMYHOTO KJIIHIYHOTO JOCHIIHUIBKOTO EHTPY, M. BiHHUIA

[Ipenapatu nopiBHSHHS,
BUpPOOHUK Ta KpaiHa

IIpomia, Prolia, EU-Licensed Prolia, US Prolia (denosumab; pexom0iHaHTHE MOBHOPO3MIipHE
MOHOKJIOHAJIbHE AHTHTLIO JoauHKM miakimacy 1gG2); PozuwH i iHEKHid y MONEpeaHbO 3allOBHEHOMY
onHOpa3oBoMy mmpuii ob'emom 1 M, mo wmictuth 60 wr/mu mpemapary Ilpomia; 60 wmr/mn
(mimirpamis/mininitp); PPD Development Ireland Ltd., Ireland; Amgen Technology (Ireland) Unlimited
Company, Ipnanmis;
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CynytHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

- Bitamin D (JliBcan), Tabnerku o 10mkr (400 MO) Bitaminy D, 90 Tabnetok y ¢akoni, 1 ¢piaakon y
kopoorii (Livsane Vitamine D)

- MinepanbHi nomimku Kaneuurpan Cine (kaubliiid), TabieTku xyBaiibHi 1o 500 mr, 100 TabieTok y
duakoni, 1 puakon y kopoo6i (Calcigran Sine)

- mabopaTopHi HabopH,

- TEMIIEpaTypHI JATYUKH «J1aTa JOTepu» ISl TEMIIEPaTypHUX BUMIPIOBaHb,
- IpyKOBaH1 MaTepiaiu

- Ta 1HIIIe CYNYTHE OOJIAJHAHHS JJIs KIIHIYHUX BHUIIPOOYBaHb.

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIO 3a0e3MeYeHHs IBan 3AZIBOPHUX




Honartox 4

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

3aTBEP/IKCHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

«EdextuBHicTh Ta 6e3neunicts npenapaty SAR441344 npu nikyBaHHI CHCTEMHOTO YEPBOHOTO BOBYAKA!
paHJOMIi30BaHe, MOJBIMHE ClIile, IUIane00-KOHTPOIbOBaHE AOCHIKEHHS (a3u 2 s TiATBEPIKCHHS
KoHIen i, koa nocuimkenas ACT17010, sepcis 1 Big 31 tpasus 2021 poky

3asBHUK, KpaiHa

TOB «Canodi-ABeHTic YkpaiHna»

CrnioHcop, kpaina

sanofi-aventis recherche & developpement, France (Canodi-ABeHTic periepin € aeBesonMan, Opaniris)

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

SAR441344 (SAR441344; SAR441344); Po3uun as in ek (mo 300 mr y dakonax 06’emom 2 mu); 150
mr/mia; SANOFI-AVENTIS RECHERCHE & DEVELOPPEMENT (inmia na3sa — sanofi-aventis Recherche
& Developpement; Sanofi R&D), France; Vetter Pharma-Fertigung GmbH & Co. KG, Germany; Vetter
Pharma-Fertigung GmbH & Co. KG, Germany; Vetter Pharma-Fertigung GmbH & Co. KG, Germany;
Vetter Development Services USA, Inc., USA; Sanofi US, USA; SGS Life Sciences, SGS Canada Inc.,
Canada; Fisher Clinical Services Inc., USA; Almac Clinical Services, USA; Almac Clinical Services, USA;
Almac Clinical Services Limited (iumra nazsa — Almac Clinical Services Ltd), United Kingdom; Creapharm
Clinical Supplies, France; PPD Development Ireland Ltd. (inma naszsa — PPD), Ireland; SANOFI-AVENTIS
RECHERCHE & DEVELOPPEMENT (inma na3Ba — Sanofi-Aventis Recherche & Developpement),
France; Genzyme Corporation, USA; BioReliance Corporation, USA; Bionique Testing Laboratories, Inc,
USA;

[Tname6o mo SAR441344; Pozumn mis iv’exiid y ¢aakonax; SANOFI-AVENTIS RECHERCHE &
DEVELOPPEMENT (inma na3Ba — sanofi-aventis Recherche & Developpement; Sanofi R&D), France;
Vetter Pharma-Fertigung GmbH & Co. KG, Germany; Vetter Pharma-Fertigung GmbH & Co. KG,
Germany; Vetter Pharma-Fertigung GmbH & Co. KG, Germany; Vetter Development Services USA, Inc.,
USA,; Sanofi US, USA; SGS Life Sciences, SGS Canada Inc., Canada; Fisher Clinical Services Inc., USA;
Almac Clinical Services, USA; Almac Clinical Services, USA; Almac Clinical Services Limited (inma
HazBa — Almac Clinical Services Ltd), United Kingdom; Creapharm Clinical Supplies, France; PPD
Development Ireland Ltd. (inma nassa — PPD), Ireland

Bianosinanbawmii (1)
JOCITITHUK (M) Ta MicCIe
(s1) mpoBeEeHHS
BUMIPOOYBaHHs B YKpaiHi

1) a.m.H., npod. ['nmnopubos A.M.

MeauuHuii IIEHTp TOBAapUCTBA 3 OOMEXKEHOI BiIMOBIAANBHICTIO «IHCTUTYT pEBMATONOTI(», BiIILI
KIMHIYHAX gocmmkers Nel, M. Kuis

2) nikap Kapnenko O.0.
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Mennunuii neatp «Ok!KiiHik+» ToBapucTBa 3 0OMEXKEHOI BIAMOBIAAIBHICTIO «MDKHApOJIHHN 1HCTHTYT
KJIIHIYHUX JOCHIKeHbY, CTallilOHapHEe BiJUIICHHS, BIJ/ILI Tepartii, peBMaToIOrii Ta Kapaiosorii, M. Kuis

3) 3aB. Bix. Jlorotiga IT.1.

[MTonikminika LleHTpy MenuyHHX mOCHyr Ta peadimitamii Jep:kaBHOT akiiOHEPHOT XOJIMHTOBOI KOMMaHil
«ApTtemy, BIIUTIJICHHS ISCHHOTO cTaIlioHapy, M. Kuis

4) n.m.H., ipod. SApemenko O.b.

KomyHnansHe HekomepiiiiHe mianpueMcTBo «KuiBchka MichKa KiiHIYHA JiKapHs Ne3) BUKOHABYOTO OpraHy
KuiBchkoi wmichkoi pagu (KuiBchbkoi MIChKOT IepikaBHOI aJMiHICTpallii), KapiojoTidyHEe BiIIIICHHS 3
najaTor IHTEHCHBHOI Tepamii, B T.4. 3 JIDKKaMH 1H(PAPKTHOTO Ta PEBMATOJOTIYHOIO Mpodisito,
Hamionaneanii Mequunanii yHiBepcuteT iMeHi O.0. boromonbis, kadenpa BHYTpIinTHBOI MemnuiuHu Ne3,
M. KuiB

5) 3aB. nieatpy ['opaienko O.B.

Komynansne mnianpuemctBo «llontaBceka o6nacHa kimiHiyHa JikapHs iM. M.B. CxiidocoBebkoro
[TonTaBcbkOi 00IacHOT paany, 00JACHUN JTIKYBaIbHO-/11arHOCTHYHHUIA PEeBMATOJIOTYHUH eHTp, M. [lonTaBa

6) n.M.H., pod. CranicnaBuyk M.A.

KomyHnaneHe HekoMmepIliiiHe mianpueMcTBo «BiHHHMIBbKa oOmacHa kiiHiuHA JikapHs imeHi M.I. Iluporosa
Binnunpkoi obmnacunoi Paau», BucokocnenianizoBanuii kiiHiyHui LleHTp peBmarosnorii, octeonoposy Ta
OionoriyHoi Tepamnii, BiHHMIBbKUI HamioHanbHMM MeauuHuid yHiBepcutTeT iM. M.I. Iluporoma, xadenpa
BHYTpITHKOI MeauiHu Nel, M. Binuuns

[Ipenapatu mopiBHSAHHSA, | —
BUPOOHMK Ta KpaiHa

CynyTHi - 1abopaTopHi HaboPH;
MaTtepiaiu/mpenaparu - maniepoBi Oykiieru (paper PRO).
CYNYTHBOI Tepamii

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




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

3aTBEP/IKCHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

«bararonienTpoBe, BiakpuTe gocHiKeHHA Gasu 2a Ui OMIHKH Oe3meyHOCTi, e(eKTUBHOCTI Ta
dapmakokineTuku npenapary PRA023 y mamieHTiB 13 akTHBHOIO XBopoOoro KpoHa 3 cepeHiM Ta BaKKUM
cryneraemy, koa nociipkenns PR200-103, Bepcist 2.0 Bix 18 uepsus 2021 poxy

3asiBHUK, KpaiHa

TOB «biomanacy, Ykpaina

CrnioHcop, kpaina

«[Ipometeyc Baitocaiienci3 Iuk.»/ Prometheus Biosciences, Inc., CIIIA

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

PRA023 (PRA023); xonuentpar ans po3uuny g iHy3iit; 500 mr/8.4 mu; 60mr/ mur; Fisher Clinical
Services GmbH, Himeuunna; FUJIFILM Diosynth Biotechnologies Texas, LLC, CIIA; Fisher Clinical
Services U.K. Limited, Cnosryuene KoposniBcTBo

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

1) n.m.H., mpod. 3axapamr FO.M.
MenuyHuii IEHTp TOBapHCTBAa 3 OOMEXEHOIO BiMOBIIAIBHICTIO «[ apMOHIS Kpacu», BIUIUICHHS KITHIYHUX
BUIpoOyBaHb, M. KuiB

[IpenapaT mopiBHAHHS,
BUPOOHMK Ta KpaiHa

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

Kommnanis, sika jai€ 3a JOBIPEHICTIO, SIKy HaJaB CIIOHCOP YM 3asBHMK Ha BBE3CHHS JOCIHIKYBaHHX
JikapchKux 3aco0iB Ta cynyTtHix marepiaiiB: TOB «IMII-JIOI'ICTUKA VYkpainay,

Ob6nannanns CIMS (mopraTuBHMI KOMI'TOTEp Ta akcecyapH, 3-eleMeHTHa Oatapes, aaanTep KUBJICHHS JUIs
HOyTOyKa, kabenb S-Video, kabemr RCA, pos'em BNC, kapra 3axomseHHs Bifeo, Quiernika, 30BHIIIHIN
YKOPCTKUN JMCK, IHCTPYKIIIS 3 €KCILTyaTallii BII€O €HIOCKOIi, MITKH Oe3MeKH, IHCTPYKIIi 3 eKCIUTyaTallii)
* JlabopatopHi Habopu Lab Connect;

* daiin caiTy nociiaauKa Ta daia asa GpapMaieBTa;

* JlpyxoBaHi Marepiany;

» Kapmannuii Tenedon Samsung uist 3armoBHEHHS 1IIOICHHUKIB TalliEHTAMA

B.o. renepanbHoro qupexkropa Jupexkroparty

(apmaneBTHYHOrO 3a0e3MeYeHHS

IBan 3AZIBOPHUX




JonaTox 6
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPUKCHHS CYTTEBUX MOTPABOK)

Ne

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

«PanioMi30BaHe alanTUBHE MOJBIHHE CIIiNe TUIale00-KOHTPOIhOBaHE OAraTOEHTPOBE AOCITIIKEHHS (da3u
1b s BuBYeHHs O€3MEYHOCTI, MEPEHOCUMOCTI, (hapMaKOKIHETHKH Ta (hapMaKOJWHAMIKH Oararopa3oBHX
no3 npenapary PT101 y mamieHTiB 3 aKTUBHMM BUPAa3KOBUM KOJITOM», kon mocmimkeHHs PT101-201,
nonpaska 1 Big 11 tpaBus 2021 poky

3asiBHUK, KpaiHa

TOB «biomamacy, Ykpaina

Cnoncop, kpaiHa

«[lanmion TepamnbroTuke, [HK.», TOUIpHS KOMIIaHis, 110 3HAXOJUTHCS y MOBHIN BiacHocTi «Mepk enn Ko.,
Iak.», KeninBopr, mrar Hero-xepci, CILIA (Bimomoi sk «MCJ]» 3a mexamu Cnomydenux Illraris
Awmepuku Ta Kanamu) /Pandion Therapeutics, Inc., a wholly-owned subsidiary of Merck & Co., Inc.,
Kenilworth, NJ, USA (known as MSD outside the United States and Canada), CIIIA

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

PT101 (PT101; PT101); po3uun mis migmkipHoi in’exmii; 5 mr/mir; Vetter Development Services USA, Inc.,
CIIA; KBI Biopharma, CIIIA; Just Biotherapeutics, Inc., CIIIA; Almac Clinical Services LLC, CIIIA;
Almac Clinical Services LLC, CHIA; Fisher Clinical Services, CIIA; Fisher Clinical Services, CIIIA;
Vetter Pharma-Fertigung GmbH & Co0.KG, Himeuunna; Vetter Pharma-Fertigung GmbH & Co.KG,
Himeuuuna; Vetter Pharma-Fertigung GmbH & Co.KG, Himeuunna; Vetter Pharma-Fertigung GmbH &
Co.KG, Himeuyunua;

[Tnane6o no PT101 (I'moxo3a 5%); po3uun s iHpy3ii; [IpAT «DapmaneBruuna koMmnaHist «lapHULs»»,
Ykpaina

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

1) n.m.H., npod. 3axapam FO.M.
MeauuHuii HEHTP TOBAPUCTBA 3 0OMEKEHOIO BIIMOBIAAIBHICTIO «I'apMOHis Kpacuy, BIAAIEHHS KIIHIYHUX
BUNIpoOyBaHb, M. Kui

[Ipenapatu mopiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

- JTabopatopHi Habopu Cerba Research

- OGnagHaHHS Ta IHCTPYKIIT 1715 BIANPaBKH 0103pa3KiB

- O6nmaguanus CIMS

- nopratuBHuil komm'totep (Laptop Lenovo L490 Think-pad) ta akcecyapwu, amantepu, IIHYPH KHBICHHS,
aAKyMYJISITOpH
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- Video capture akcecyapu, Hanpukiazn Bigeokaptu, Video capture mpuctpoi, pos'emu ta kabdei

- Pi3ni marepianu, 30BHIIIHI KOPCTKI JAMCKH, YHIBEpPCaJbHI IITENCENbHI ajgantepu, (iem-HaKkonuayBadi
USB Ta iH1111 30BHIIIHI pe3epBHI HAKOITMYyBayi

- 3Hauku Oe3nexku

- OneparniifHi IHCTPYKIIiT

- KepiBHHIITBO 3 BUKOpHCTaHHS Bijneo eHpockorii (EVIM)

- TpancnopTHi BUTpaTHI MaTepiaau: KOpoOKa Ta TPAaHCIIOPTHI MaTepiain

- Oxoyo/KyBallbHI €lIeMEHTH Ta CyMKu-oxojopkyBaudi (MobiCool 9600024991 IcePack 220 Colling
Elements)

- PeectpaTop Temneparypu (BupoOHuK: Sensitech)

- @aiin caiity nocnianuka Ta aiin ans dpapmaieBTa

- [TociOHMKY Ta IHCTPYKILIT AJ11 HABYAIBHUX MaTepiaiB

- IpykoBaHi MaTepiaiu.

Kommanisi, sika gi€e 3a JOBIPEHICTIO, SIKy HaJaB CIIOHCOP YHM 3asBHUK HAa BBE3CHHS JOCIHIHKYBaHHX
JikapchKHX 3aco6iB Ta cynyTHix Matepiaiis: TOB «IMII-JIOTICTUKA YKPATHA»

B.o. resepanbHoro fupexkropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aCO0iB Ta

3aTBEP/IKCHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

«Jocnimkenns ga3u 3 ns OmiHKKM MoOHOTeparii 3umbepeniMabom (AB122) mopiBHSHO 31 CTaHIAPTHOIO
xiMioTepamniero abo koMmbiHarliero 3umMbepernimada 1 mpenapary AB154 B sikocti Tepamii nepmoi minii PD-L1-
MO3UTHUBHOTO, MICIIEBO-TIOMIUPEHOTO0 a00 METACTaTUYHOTO HEAPIOHOKIITHHHOTO paKy JIeTeHIB», KOI
nocaimkenns ARC-10, sepcis 2.0 Big 18 nuctonaga 2020 poxy

3asiBHUK, KpaiHa

[TinnpuemcTBo 3 100% 1HO3EMHOIO IHBECTHITIEIO «AVK’IOBIA PJIC Ykpaina»

Cnoncop, kpaiHa

Arcus Biosciences, Inc., United States

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

3umbepenimad (Zimberelimab) (AB122; WBP3055, WBP3055B); koHIleHTpaT AJisl pO3YMHY Ui 1HQY3iH;
120 mr/ 4 mu; Millmount Healthcare Ltd., Ireland; WuXi Biologics Co., Ltd., China; Biotec Services
International Ltd, UK; Pharmaceutical Packaging Professionals Pty Ltd T/A PCI Pharma Services,
Australia;

Homananimad (Domvanalimab) (AB154; Domvanalimab); kounuentpat s po3unny ans indysiit; 80 mr/ 4
wur; Millmount Healthcare Ltd., Ireland; WuXi Biologics Co., Ltd., China; Biotec Services International
Ltd., UK; Pharmaceutical Packaging Professionals Pty Ltd T/A PCI Pharma Services, Australia;
HomBananimab (Domvanalimab, AB154); koHueHTpaT i po3uuny st iHdys3iit; 300 mr/ 5 mu; Millmount
Healthcare Ltd., Ireland; WuXi Biologics Co., Ltd., China; Biotec Services International Ltd, UK,
Pharmaceutical Packaging Professionals Pty Ltd T/A PCI Pharma Services, Australia;

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

1) 3aB. Bia. Ko63es O.1.

KomyHaneHe HekoMmepliiiHe MianpueMcTBO «OO0JIaCHUHM LEHTP OHKOJOTi», OHKOXIpypriuHe BiAJiJIeHHS
OprasiB IpyJHOI MOPOKHUHU, M. XapKiB

2) k.M.H. Bunnanuenko 1.0.

Komynansue nHexomepiriitHe mianpueMctBo Cymchkoi obnacHoi paan CyMchKuii OOJACHUN KIITHIYHUN
OHKOJIOT1YHHMM JIucHaHcep, OHKOTOpakanbHe BijaiieHHs, CyMCBbKHI JAep)kaBHHH yHiBepcuTeT, Kadeapa
OHKoOJIOTIi Ta pazionorii, M. Cymu

3) nikap CinenbHikoB [.B.

Komynansae mianmpueMcTBo «BoauHCBKUI 00JIaCHUI MEIUYHHI 1EHTp OHKOoJjorii» BomuHcbkoi obmacHOT
paJiu, OHKOJIOTIYHE XIMIOTepaneBTUYHE BiAIUIeHHS, M. JIylibk

4) nikap Birypo M.C.

Mennunuii nentp TOB «Mpist Men-Cepgic», BT KIIHIYHUX JOCTIKeHb, M. KpuBuii Pir
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5) k.M.H. Anamuyk [".A.

Komynanene minnpuemMctBo «KpHBOpPI3bKUN OHKOJIOTIYHHMNA aucniaHcepy JIHIMpOnmeTpoBChbKOi 001acHOi
paauy, XiMioTeparneBTHYHE BijaiIeHHs, M. Kpuswuii Pir

6) nikap Tapacenko T.€.

MenuyHuii 1IEeHTp TOBapuCTBa 3 OOMEXEHOI BiAMOBiMaNbHICTIO «MenuuHa KiiHika «[HHOBAIISY,
BiJIUIeHHs XimioTeparrii, KuiBcbka o6nacth, Bumropoacekuii paiios, c. JIFoTixk

7) mupexrop Coxkyp I.B.

KomyHanpHe HEKOMepIliiHE MAMPUEMCTBO «XEPCOHCHKUN OOJACHHWI OHKOJOTIYHHUN JUCITAHCEP»
XepcoHChKOi 00ylacHOT paau, JEHHUHN CcTalloHap MOMIKIIHIKKM 3 KaOiHeToM amMOynaTopHOi XiMioTeparii,
M. XepCOoH, CMT. AHTOHIBKa

8) nikap bonmapenko FO.M.

Menuunnii tentp «Medical Plaza» TtoBapuctBa 3 oOMmexenoro BianmoBinanbHicTIo «EKOJIHITIPOY,
GaraTonpodnbHUI XipypridyHMi Tiapo3 A, Xipypriuae Bigainenas Ne 2, m. Jlainpo

[Ipenapatu mopiBHSHHS,
BUPOOHUK Ta KpaiHa

Kap6oruiatun (Carboplatin) (CAS: 41575-94-4); xoHueHTpar s po3duumHy s iHQys3ii; 10 mr/mi;
Millmount Healthcare Ltd., Ireland; Biotec Services International Ltd, UK; S.C.SINDAN-PHARMA S.R.L.,
Romania; FAREVA Unterach GmbH, Austria; Ebewe Pharma Ges.m.b.H. Nfg. KG, Austria;

[MTaxmitakcen (Paclitaxel) (Paclitaxel; CAS: 33069-62-4); koHUEHTpaT A PO3UUHY Ui 1HPY31i; 6 Mr/mi;
Millmount Healthcare Ltd., Ireland; Biotec Services International Ltd, UK; INTAS PHARMACEUTICALS
LIMITED, India (Ingis); Accord Healthcare Polska Sp. z 0.0, Poland; Accord Healthcare Limited, United
Kingdom;

[Temerpekcen (Pemetrexed) (Pemetrexed; CAS: 137281-23-3); nopomuiok is IPUrOTYBaHHS KOHIICHTPATY
Juist po3unny Uit iHQy3ii; 500 mr; Millmount Healthcare Ltd., Ireland; Biotec Services International Ltd.,
UK; SYNTHON HISPANIA,S.L., Spain; oncomed manufacturing a.s., Czechia;

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamnii

— /=

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEP/IKCHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

Ha3ssa xiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTa

«PangomizoBane mojBiitHe ciine mocmimkeHHs (a3u 3 npenapary BGB-A1217, antutina mo TIGIT, y
NO€AHAHHI 3 THCJENi3yMaOoM MOpiBHSHO 3 MeMOpoii3ymMaOboM y TAali€HTIB 13 paHille HEliKOBAaHHUM,
MICIICBOIIOIITUPEHUM, HeonepabeIbHUM a00 METaCTaTUYHUM HEJIPIOHOKIITUHHUM pakoM JIETE€Hb 13
BUOpaHUM ctaTycoMm ekcripecii PD-L1», kox gocnimkenns BGB-A317-A1217-302, 3 nonpaskoto 1.0 Bix 23
rpyaHs 2020 poky

3asiBHUK, KpaiHa

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

CrnioHcop, kpaina

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

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

Tucnenizymabd (Tislelizumab) (BGB-A317; TUCJIEJII3YMAB (TISLELIZUMAB)); koHueHTpar uis
po3umHy mis iHGY3id; 10 mimirpam/mirimitp (mr/min); Boehringer Ingelheim Biopharmaceuticals (China)
Ltd., P.R. Kuraii; Boehringer Ingelheim Biopharmaceuticals (China) Ltd., Kutaii; Kindos Pharmaceuticals
Co., Ltd., P.R. Kuraii; 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., Kwraii; Catalent Germany Schorndorf GmbH,
Himeuunna; Fisher Clinical Services GmbH, Himeuunna; Fisher Clinical Services GmbH, IIBelinapis;
Fisher Clinical Services (Beijing) Co., Ltd., Kuraii; Fisher Clinical Services Inc., CIIIA; Fisher Clinical
Services (Suzhou) Co., Ltd., P.R. Kuraii;

mnane6o g0 Tucnenizymad (Tislelizumab) (po3unn HaTpito xmopuay 0,9%); po3unn mist iHy3iit; B. Braun
Melsungen AG, Himeuunna; B. Braun Melsungen AG, Himeuunna,

BGB-A1217 (BGB-A1217; Ouunepnimabd (Ociperlimab)); koHumeHTpar i po3duuHy i iHQYy3id; 20
mimirpam/mininitp (mr/mi); Kindos Pharmaceuticals Co., Ltd., P.R. Kuraii; BeiGene (Suzhou) Co., Ltd.,
Kwurait; 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, Himewyunna; Fisher Clinical
Services GmbH, IlBeiinapis; Fisher Clinical Services (Beijing) Co., Ltd., Kuraii; Fisher Clinical Services
Inc., CIIIA; Fisher Clinical Services (Suzhou) Co., Ltd. , P.R. Kurait
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Bianosinanbawmii (1) 1) a.m.H., mpod. Bongapenko .M.
JOCIHITHUK (1) Ta MicIe KomyHnaneHe HexoMepiiiiiHe mignpueMcTBo «Mickka kiiHiuHa JikapHs Nedy J[HIMPOBCHKOI MICBKOI pajH,
(s1) mpoBeeHHS XiMiOTEepaneBTUYHE BIUIUICHHS 3 JIGHHUM CTaiioHapoM, JIHIOPOBCHKUN JCp)KaBHHM MEIUYHUIN

BUNIPOOyBaHHs B YKpaiHi | yHiBepcUTET, Kadeapa OHKOJOTIT Ta MeIM4YHO1 paaionorii, M. JlHinpo

2) k.M.H. Bunangenko 1.0.

KomynaneHe Hekomepmiiiae miampuemMctBo Cymcbkoi obnacHoi paaun CyMChbKHN OO0JIACHUN KITIHIYHUHN
OHKOJIOTIYHHUI AMCIaHcep, OHKOTOpakaibHe BijjauieHHs, CyMChbKUN Jiep>KaBHUU YHIBepcHUTET, Kaderapa
OHKOJIOT1i Ta paaionorii, M. Cymu

3) nikap Birypo M.C.

MeauaHui EHTP TOBAapHCTBA 3 OOMEKEHOK BiAmoBimaimbHICTIO «Mpist Mea-Cepsicy, BIIIUT KITIHIYHUX
nociikeHb, M. Kpusnii Pir

4) n.m.H., ipod. ['oteko €.C.

KomynansHe HexomepIiiiHe nianpueMcTBo «LleHTpanbHa Micbka KIIIHIYHA JTiKapHs» Y KrOpoACchKoi MiChbKOT
paau, TepareBTUYHE BIIIIICHHS, M. Y KTOpOJI

5) 3aB. Bix. Ko63es O.1.

KomyHnaneHe HekoMepuiliHe mianpueMcTBo «OOJIaCHUA LEHTP OHKOJIOTI», OHKOXIpypriuHe BiAIiJICHHS
OprasiB IpyJHOI MOPOKHUHU, M. XapKiB

6) n.m.H., mpod. Konecnik O.I1.

MenuuHuii LEHTpP TOBApUCTBA 3 OOMEKEHOI BiAMOBiNaNbHICTIO «OHKoONaidy», IeHHUW CcTalioHap,
M. 3anopixKs

7) k.m.H. [Tominuyk J1.B.

Menuunuii ieHTp ToBapucTBa 3 ooMexeHoro BianosinansHicTIO «KJITHIKA BEPYM EKCITEPT», M. Kuis
8) a.m.H., ipo¢. Pycun A.B.

KomyHanpHe HekoMepLilHE MIIIPUEMCTBO «3aKapHaTcbKuil MPOTUIYXJMHHUN LEHTP» 3akaprnarchbKoi
00J1acHO1 paind, XIMIOTEpaNeBTUYHE BIIIUICHHS, M. Y KTOpOJT

9) nikap CinenpHikoB .B.

Komynanpae mianpueMcTBo «BoauHCHKUI 00IaCHUM MEIUYHHI IEHTp OHKOoJjorii» BomuHcbkoi obmacHOT
paziu, OHKOJIOTIYHE XIMIOTepaneBTUYHE BiAIUIeHHS, M. JIylibk

10) 3as. Bia. llleBus C.IL.

KomyHnanene HekoMmepuiiiHe mianpueMcTBO «IlominbChkuil perioHaNbHUil HEHTp OHKoJorii BiHHUIBKOT
00J1acHOT paany, XIMIOTepaneBTUYHE BIIIITICHHS, M. BiHHHIIS
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IIpenapatyu nopiBHSHHS,
BUpPOOHUK Ta KpaiHa

[TemGpomizymad (Pembrolizumab) / Kitpyna® (Keytruda®) (memOposizymal); KOHICHTPAT AJIs PO3UUHY
s iHgy3id; 25 mimirpam/mininitp (mr/mi); Fisher Clinical Services GmbH, Himeuunna; Fisher Clinical
Services GmbH, Illsetinapis; Fisher Clinical Services (Suzhou) Co., Ltd., P.R. Kuraii; Schering-Plough
Labo NV, benbris; Merck Sharp & Dohme B.V., Hinepnanau; MSD International GmbH T/A MSD Ireland
(Carlow), Ipnanmis;

wtane6o no IlemOponizymad (Pembrolizumab) / Kitpyna® (Keytruda®); (po3unn HaTpiro xiopumy 0,9%);
po3uuH s iHQy3ii; B. Braun Melsungen AG, Himeuunna; B. Braun Melsungen AG, Himeuunna

CynytHi
Marepiaiau/mpenaparu
CYNYTHBOI Tepamii

1) JTabopaTopHi Habopw;
2) CynyTHi MaTepiany;
3) IpykoBani Marepiaim

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0e3NeYeHHs IBan 3AZIBOPHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEP/IKCHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBane, Bigkpurte, OararomeHtpoBe, nochipkeHHs ¢asu Il mis ominku epexkTUBHOCTI Ta
0E3MMeYHOCT] 3aCTOCYBaHHS MOCYHETY3yMa0y y KOMOiHaIIi 3 JICHAIIIOMIJIOM y IMOPiBHSIHHI 3 pUTYKCUMaOOM
y KOoMOiHamii 3 JeHaIiA0MiIOM Yy HamieHTiB 3 (GoniKynapHOO TiMPOMOIO micis MOHAWMEHIe OHi€l JiHil
CHUCTEMHOI Teparii», kox gociimkenHs GO42909, sepcis 2 Bix 19 kBitHg 2021 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MEKEHOI0 BiAnoBigambHIcTIO «Pomr Ykpainay

Cnoncop, kpaiHa

®. Xohpdbmann-JIa Pomr JIta, HBeinapis

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

Mocynery3ymad (Mosunetuzumab) (RO7030816; Mocyunety3yma0); po3uus s indysii (1 mr/1 wr; 30
mr/30 mn); Jkenenrtek [uk., CILA;

Torunizymad (AKTEMPA®, RoActemra) (RO4877533; Toummizymald); KOHIICHTPAT IS PO3UYHMHY IS
BHYTPIIIHHOBeHHUX 1HGY31H; 20 mr/mi; Yyrait ®apma Manydekrypunr Ko., JIta., Anonis;

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

1) a.m.H., npod. Jarins 1.C.

HepxaBna ycraHoBa «HarionaneHuii HaykoBuM 1eHTp paaiamiiiHoi menuunHu HAMH  Vkpainny,
BIJUIUIGHHS pajliallifHOl OHKOTeMaToJIOTii Ta TpaHCIUIaHTallli CTOBOYPOBUX KIITHH BIJIUTY reMaToJorii i
TPaHCIUIAHTOJIOT1] [HCTUTYTY KJIIHIYHOI pajiosiorii Ha 0a3i BIIIIJICHHS padlalliiHOl reMaToJIorii KIIHIKA
HepxaBHoi ycraHoBu «HarioHansHu HaykoBHM IEeHTp pafiaiiiiHoi menuuuuu HamioHanbHOT akanemii
Hayk Ykpainu», M. KuiB

2) n.M.H., ipod. Kpsuok L A.

HamionansHuii 1HCTUTYT paKy, HAYKOBO-IOCIIIIHE BIIIICHHS XIMiOTeparnii reMo01acTo31B Ta aj FOBAaHTHUX
METO/IB JIIKYBaHHS, BIJJIIJICHHS OHKOI'€MaTOJIOr{ 3 CEKTOPOM a1’ FOBaHTHUX METO/IB JiKyBaHHs, M.KuiB

3) k.M.H., 3aB. BiJ1. Kyukosa O.1O.

KomyHanpHe HekoMepiliiiHe mianpueMcTBo «QOO0NacHUN LIEHTP OHKOJOTIi», TeMaTOJIOTIYHE BiIICHHS,
M. XapKiB

4) n.m.H. [lepexpectenko T.I1.

ToBapucTBo 3 00MEXEHOIO BIANOBLAANBHICTIO «Menuunuil neHtp iMmeHi akagemika lOpis IIpoxonosuua
CrixxeHkay, BinaiineHHs rematosorii, KuiBcbka obnacts, KueBo-CBsaTomuHCcskHid paiioH, c. KamitaniBka

5) nikap Pomantox H.M.




2 MIPOJIOBXKEHHS JJ0/1aTKa 9

KomyHnanpHe HekoMmepiriiiHe mianpueMcTBo «MuKojaiBchbka oOlacHa KIIHIYHA JIiKapHsS» MUKOJIAiBChKOT
00JacHOi pay, reMaToJIoOTi9He BIIUICHHS, M. MHKOJIAiB

6) n.m.H. Camypa b.b.

KomyHaneHe HeKOMepIiiiHe MiIpUEMCTBO «3anopizbka o01acHa KiIiHIYHA JiKapHs» 3arnopi3bkoi 001acHol
paau, reMaToJIOT1YHE BiUTUICHHS, M. 3aIOPIXIKS

[IpemapaTy mopiBHSHHS, Jenamigomin (Lenalidomide, Revlimid®) (RO6897771; 191732-72-6, Ro 689-7771, CC-5013, CDC-501);
BHUPOOHMK Ta KpaiHa TBepai Kancynu; 5 mr; @. Xobdmann-JIs Pom JIta, [seinapis; Cenmxen Inrepuentan Capir., llBeinapis;
Purykcumad (MABTEPA®, MabThera) (RO0452294; Purykcumab; RO0452294); koHieHTpar mis
po3uuny s iHQY3ii; 10 mr/mi; Pomr Jdiarnoctuke ['M6X, Himeuunna;

Jlenanigomin (Lenalidomide, Revlimid®) (RO6897771); tBepai kancymnu; 10 mr; Cemmken [HTepHemHI
Cap., UIBeiinapis; ®.Xobdmanu-JIs Porr Jita, Hselinapis;

Jlenamimomin (Lenalidomide, Revlimid®) (RO6897771; Jlenaninomin; Jlenamigomin); TBepai Kamcyau; 15
mr; . Xopdmann-JIa Pomr JItn, HIseitnapis; Cenmxen [atepuentnn Capi., lBelinapis;

Jlenamimomin (Lenalidomide, Revlimid®) (RO6897771; Jlenamigomin), tBepai Kamcyiaw; 20 wMr;
®.Xodhdmann-Jls Pomr JIta, Hlseitnapis; Cenmxen Inrepuemnn Capi., Llseitnapis;

CynyTtHi —/—
Marepiaiau/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3neYCHHS Isan 3AZIBOPHHUX




Honarox 10

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

3aTBEP/IKCHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«TACTI-003 («/lBa akTwBHI iMyHOTEepameBTUYHI 3aco0u»): baraToleHTpoBe, BIIKpUTE, paHIOMi30BaHE
nociipkenHs |l dasu st ominku 3actocyBanHs po3unHHOro Outka LAG-3, edrumarimony anbda (edrtu;
IMP321), y xomb6inawii 3 nemOpomizymabom (antaroricrom PD-1) ans tepamii mepmoi jminii namieHTIiB 3
HEPE3eKTA0CIbHOI PEUUAMBHO 200 METACTATHYHOK IUIOCKOKIIITHHHOK KAapIWHOMOKO TOJIOBH Ta MIHi
(TTKKT'T)», kox nocaimkenus TACTI-003, Bepcis 1.1, Big 01 kBiTHsa 2021

3asiBHUK, KpaiHa

TOB «Apencia Exkcrutopatopi Meniciny, Ykpaina

CrnioHcop, kpaina

Immutep S.A.S. / Immyten C.A.C., ®panitis

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

Eftilagimod Alpha, E¢runarimon ansda, Edrinarimon ansda (Eftilagimod Alpha (efti, edru, edri IMP321,
LAG-3lg); 1800476-36-1; Eftilagimod Alpha); po3umn mnsa id’exmiii; 25 wmr/mir; Wuxi AppTec
Biopharmaceuticals, China;

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

1) a.m.H., npod. Yemyk B.€.

ToBapucTBO 3 00OMEXEHOI0 BiANMOBiAaIbHICTIO «Menuunuil neHTp iMeHi akaaeMmika lOpis ITpoxomoBuua
Crixenka», Bl kimiHIYHUX gociimkers Ne 1, KuiBcbka o6nactb, KueBo-CBATOMMHCHKUN paiioH,
c. KanitaniBka

[IpenapaTi mopiBHAHHS,
BUPOOHMK Ta KpaiHa

KEYTRUDA, Pembrolizumab, Tlem6ponizyma0, Keytruda®; Kitpyna® MK-3475 (Pembrolizumab);
po3umH st 6’ ekitiit; 25 mr/mu; MSD International GmbH T/A MSD Ireland (Carlow), Ireland,;

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

Laboratory labkits
eftilagimod alpha (efti, IMP321, LAG-31g)
pembrolizumab (Keytruda®; MK-3475)

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO0 3a0e3neYeHHS

IBan 3AZIBOPHUX




Honatox 11
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEP/IKCHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

«Jocnimkenns |l ¢a3u ominku epextuBHOCTI Ta O6e3neunocTi MK-1026 y marieHTiB 3 reMaToNIoriYHUMU
3IIOSIKICHUMH 3aXBOPIOBaHHAMUY, Ko gociimkeHHss MK-1026-003, 3 inkoprnopoBaHor nonpaBkoro 01 Bix
05 nucronana 2020 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMekeHoo BianoBigabHicTIO «MCJl Ykpaina»

CnoHncop, kpaina

«Mepk Hlapn enx Joym Kopm.», nouipne mianpuemctBo «Mepk enn Ko., Tnk.», CILIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

MK-1026 (MK-1026, ARQ 531); Tabnerka; 5 mr; Catalent Pharma Solutions, USA; Catalent CTS, LLC,
USA; Merck Sharp & Dohme Corp., USA; Merck Sharp & Dohme Corp., USA; Fisher Clinical Services
Inc., USA; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services UK Limited, United
Kingdom; Werthenstein BioPharma GmbH, Switzerland; Almac Clinical Services, USA; Almac Clinical
Services Limited, United Kingdom; SGS Life Science Services, USA;

MK-1026 (MK-1026, ARQ 531); tabnerka; 20 mr; Catalent Pharma Solutions, USA; Catalent CTS, LLC,
USA; Merck Sharp & Dohme Corp., USA; Merck Sharp & Dohme Corp., USA; Fisher Clinical Services
Inc., USA; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services UK Limited, United
Kingdom; Werthenstein BioPharma GmbH, Switzerland; Almac Clinical Services, USA; Almac Clinical
Services Limited, United Kingdom; SGS Life Science Services, USA

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

1) 3aB. Big. MenbHuk V.1

KomyHnaneHe HekoMepuiiiHe mignpueMcTBo «KuiBcbka Michka KiliHIUHA JikapHs Ne9» BUKOHABUOTO OpraHy
KuiBcpkoi micekoi paau (KuiBcbkoi MiChbKOI Jep)kaBHOI aAMIHICTpallli), reMaToyoriyie BifauieHHs Nel,
M. KuiB

2) nikap Pomantok H.M.

KomyHnaneHe HexomepuiiiHe mignpueMcTBo «MukonaiBcbka o0jacHa KIHIYHA JHKapHsS» MHKOJIAiBChKOT
00Jy1acHO1 paau, TeMaTOJIOTIUHE BiAIiJIeHHs, M. MuKoaiB

3) n.M.H. Macisik 3.B.

Kninika [lepxkaBHoi yctaHoBH «lHCTUTYT marosorii KpoBi Ta TpaHc(dys3iiHoi MemuuuHu HamionanbHOT
akajeMii MeIMYHUX HayK YKpaiHu», BiIIIEHHS reMaTosorii, M. JIbBiB

4) 3aB. 11eHTpoM Y ceHko [.B.




2 NpOAOBXKEHHS nojatka 11

KomyHnansHe HekomepitiiiHe mianpueMcTBo «Micbka kiiHIYHA JikapHs Nedy J[HIMPOBCHKOI MICBKOI pajH,
MICBKHI T€MaTONOTTYHUN TIEHTp, M. [[HITpO

5) n.m.H., ipod. Kpsiyok [LA.

HarmionanbHui iHCTUTYT paky, HAYKOBO-AOCTIIHE BIAIUICHHS XiMioTeparii reMo0JIacTo31B Ta a1’ IOBAaHTHUX
METO/I1B JIIKYBaHHS, BIIJIIJIEHHS OHKOT'€MaTOJIOT11 3 CEKTOPOM aJI'FOBAaHTHUX METO/IIB JIiKyBaHHs, M. KuiB

[Ipenapatu mopiBHAHHS,
BUPOOHUK Ta KpaiHa

CynytHi
Marepiaiau/mpenaparu
CYIYTHBOI Tepamii

Kommanis, sika J1i€ 3a TOBIpEHICTIO, SIKY HAJaB CIIOHCOP Y 3asSBHUK HAa BBE3CHHS JOCIIKYBAHUX
JiKkapchKux 3aco0iB Ta cynyTHix marepianiB: TOB «Arenmis «C.M.O.-Ykpainay.

- n1abopatopHi HabOPH;

- min/max TepMoMeTpH;

- @IIEKTPOHHI OITUTYBAIbHHKH;

- IpyKOBaH1 MaTepiaiu

B.o. resepanbHoro fupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€e3MeYeHHS IBan 3AZIBOPHUX




Honatox 12
10 HaKa3zy MiHicTepcTBa OXOPOHHU 37I0POB’ S
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEP/IKCHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

«Kriniyae nociiKeHHs 3 OLiHKH 010€KBiBAJIEHTHOCTI JIIKApChKUX 3aco0iB «lIpaminekcomn», TabieTku 1mo
0,25 wmr, BupoonuurBa ITAT HBI] «bopmariecekuit XP3» ta «Mirapexin®», tabmerku mo 0,25 wmr,
BupoOHuTBa Boehringer Ingelheim 3a yuactio 310poBux 100poBoIBLIBY, Ko noctimpkenas BHFZ B-2003,
Bepcis 01 Big 22.04.2021 p.

3asiBHUK, KpaiHa

ITAT HBI] «bopmariscekuit XD3», Yipaina

Cnoncop, kpaiHa

ITAT HBI] «bopmariscekuit XD3», Ykpaina

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

[Mpaminekcon (Pramipexol; Pramipexol); TtabGnerku; oaHa TabjaeTka MICTHTB:  IPaMINEKCOTy
quripoxyiopuny Mosoriapaty— 0,25 mr, mo Biamosimae mnpaminekcony-0,18 wmr; mr; ITAT HBII
«bopmarisebkuit XD3y, Yipaina,

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

1) a.m.H., npod. 3ynanens L. A.

Kniniko-giarnoctnunuii nentp HamioHanpHOro QapManeBTUYHOIO YHIBEPCUTETY, Kadeapa KIIHIYHOI
dapmaxkoiorii Ta kiiHiuHOi hapmarnii HamionanesHoro (hapMareBTUHUHOTO YHIBEPCUTETY, M. XapKiB

2) k.0.H., 3aB. mabopatopiero Cabko B.€.

bioananitnyna nabopatopist TOB «KJIIHOAPM»y, m. Ipninb, KuiBcbka 061acTh

[IpenapaTi mopiBHAHHS,
BHUPOOHMK Ta KpaiHa

Mirapexin (Pramipexol); TabneTku; oxHa TabieTKa MICTUTh: MPAMINEKCONY JUT1IPOXJIOPHIY MOHOTIIPATy
0,25 wmr, mo Biamosimae mpaminekcony 0,18 mr; mr; Boehringer Ingelheim Pharma GmbH & Co. KG,
Germany; ITAT HBII «bopmariBcekmii XP3», YkpaiHa;

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

— =

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonatok 13

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00iB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

OnoBnenuit mporokon D5290C00005 inkopnopoBanuii mompaBkoro 1 Big 31 OGepesnst 2021 poky,
aHTIIIMCHKOI0 MOBOIO; JIMCT-yTOYHEHHS 11010 BI3UTIB Aoaomy mia yac nanaemii COVID-19, Bepcis V02
Bix 15 kBiTH 2021 poky, aHTIiichKO0 MOBOIO; Ilepexiaz ykpaincbkoro MoBoro Bif 09 yepBHs 2021 poky
JUCTa-yTOYHEHHsI MIOJ0 JAOMaIHboro Bizuty mif vac manaemii COVID-19, Bepcis 02 Bim 15 kBiTHA
2021 poxky; Hocke nocmimkyBaHoro iikapcbkoro 3acody MEDI8897 (Nirsevimab): Po3min «Jlani 3
aKocTi», Big Oepesns 2021 poky, aHrmiiicekoro MoBoro; I[logorxkeHHst Tepminy mnpuaatHocti JJI3
MEDI8897 (Nirsevimab) no 48 micsiis; 3MiHa HA3BH MiAMPUEMCTBA, IO 3IHCHIOE BUITYCK TIperapary Ta
nikapcekoro 3acody Cinaric (SYNAGIS) (IlaniBizyma6) — 3 Medlmmune Pharma B.V., Netherlands na
AstraZeneca Nijmegen B.V., Netherlands; CkopodeHe n0chke IOCTIKYBAaHOTO JIIKAPCHKOTO 3aco0y
Cinaric (SYNAGIS) (ITanieizyma0), Bepcist 1.0 Big 01 kBiTHs 2021 poKy, aHTITiIHCEKOI0 MOBOIO

Howmep ta nara Hakasy
MO3 110110 3aTBEpIHKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 2333 Big 25.11.2019

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBaHe, Mo/BiitHE crine, KOHTPOJILOBaHE MpenapaToM MaiiBizymad mociipkeHHs (asu 2/3 mis
oumiHku Oe3neuHocti mnpenapary MEDI8897, MOHOKIOHaIBHOrO aHTUTLAA JO pPeEcHipaTOpHO-
CHHILIUTIAJILHOTO BIpYyCYy 3 MOJOBKEHHUM IEPi0I0M HAIIBBUBEACHHS, Y ITEH 13 BUCOKUM CTYIIEHEM PU3HKY
(MEDLEY)», D5290C00005, dinanpha Bepcis Big 05 kiTHsa 2019 poky

3asiBHUK, KpaiHa

[TinmpuemctBo 3 100% 1HO3EMHOIO IHBECTHITIEIO «AVK’IOBIA PJIC Ykpaina»

Crnoncop, kpaina

MedImmune, LLC, CIITIA

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Honatok 14

70 Haka3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

OHOBJIEHHH TPOTOKON KIIHIYHOTO BHIpPOOyBaHHS, Bepcis 2 Big 24 Oepesnst 2021 p.; dopma
iHopmoBaHoi 3roau, Bepcis 2.0 s YKpaiHu yKpaiHChKOIO Ta pociiickkoro MoBam# Bix 06 mumHs 2021.
Ha ocHoBi MaiicTep-Bepcii ¢opmu iHbopMoBaHOi 3roam it nociimkenns WA41937, Bepcis 2,
22 6epe3ns 2021

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 1012 Big 24.05.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«PannomizoBaHe, BiIKpUTE, 3 aKTHBHUM IIPEIapaToM MOPIBHSIHHS B SIKOCTI KOHTPOIIIO, OaraTolieHTPOBE
nocmikenHss ¢asu Il ans omiHku edekTuBHOCTI Ta OE3MEYHOCTI 3acTOCyBaHHS O00iHYTy3ymaly y
TAaIIE€HTIB 3 TEPBUHHOI MeMOpaHo3HOo10 HedponaTtieto», WA41937, Bepcis 1 Bix 17 ceprias 2020 p.

3asiBHUK, KpaiHa

ToBapucTBo 3 06MexeHo010 BianoBiAanbHICTIO «Pomn Ykpainay

Crnoncop, kpaina

®.Xopdpmann-JIa Pour JIta, HIseitnapis

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasibnoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Jonartok 15

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

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

Inentudikaris cyrreBoi 3pa3ok MapKyBaHHS JOCIIPKYBAaHOTO JIKApChKOTO 3aco0y 3enBiHa (JICHATIAOMIZ), Karcyiaud TBEP/,
MOINpPaBKH MEpBUHHE IaKyBaHHs, Bepcis 2 Bim 25 Oepesns 2021 p., aHMIHCHKOIO MOBOIO; 3pa3oK MapKyBaHHS
npenapary cynyTHboi Tepanii Tpykcuma® (purykcumald), KOHIEHTpAT Ui PO3YUHY As 1HQY3iH,
NepBUHHE MaKyBaHHS, Bepcis 2 Bia 25 Gepe3ns 2021 p., aHrIiiICbKOI0 MOBOIO; YTOYHEHHS A0 3asBU PO
MPOBE/ICHHS KIIHIYHOTO BHUMPOOYBAaHHS JIKAapChKOTO 3aco0y: 3allydeHHS KOMIIaHii - MOCTadabHUKA
nocnyr «I'pindaiip Iux» (Greenphire Inc.) mmst opranizamii MogOpoOXeH Malie€HTIB MiJ Yac yd4acTi y
kiiHiuHOMy BurpoOyBanHi; INCMORO0208-301 Indopmamis ans mamienta ta ¢opma iHpOpMOBaHOL
sromu _Ykpaina Bepcis 2.2.0 27 kBitHa 2021p., ykpaiHChbKOIO Ta pociiickkoro MmoBamu; Kaptka 3
KOHTAaKTHHMH JaHWMH Uil opraHizamii mogopoxki kommanii Greenphire, Bepcis 2.0- OHoBIeHa y JTUIHI
2016 poky, ykpaiHCbKOIO MOBOIO; KapTka 3 KOHTaKTHMMHU JAaHUMH JUIsL OpraHi3alii BiApsIKEHHS B
kommanii Greenphire, Bepcis 2.0. Jlara ocTaHHROrO OHOBJICHHS: JiunieHb 2016p., pOCIiiCEKOI0 MOBOIO;
JIOBiZIKOBE KEPIBHHMIITBO IIOJO 3JIMCHEHHS MOJOPOXKI MM 4Yac KIIHIYHOTO JOCII/DKCHHS KOMITaHil
Greenphire ansa oci0, o moaopoxyTh, Bepcis 4.0- Onosnena 09 cepmusi 2021 poky, yKpaiHCHKOIO
MoBoto; KepiBHuurBo xomnanii Greenphire mo oprasizaiii npoi3ny B pamMKax KIIHIYHHUX JIOCIIIKEHb:
oco0wu, siki moaopoxytoTh. Bepcis 4.0. Jlara octanaboro ononenHs: 09.08.2021, pociiicbkor0 MOBOIO;
3HIMKH €KpaHy €JIeKTpOHHOIO IIOJICHHHKAa: AHKeTa miofo cTany 3a0poB’ss EQ-5D-5L, Vkpaina
(YKpaiHCBKOIO MOBOIO), Bepcid 1.2; 3HIMKM eKpaHy eJEeKTPOHHOro 1iojeHHNKa: ONUTyBalbHUK MPO CTaH
3nopos’ss EQ-5D-5L, Vkpaina (pociiicbkoro MoBow0), Bepcis 1.1; 3HIMKM eKpaHy €JIEeKTPOHHOTO
moaeHHuka: FACT-Lym (Version 4), ykpaiHCbKOIO MOBOIO; 3HIMKHM €KpaHy €JIEKTPOHHOIO I0JIEHHUKA!
FACT-Lym (Version 4), pociiicbkor0 MOBOI; 3HIMKH €KpaHy elleKTpoHHoro ImonaeHHuKa: EORTC
Quality of Life Questionnaire-C30 Group, Bepcis 3.0, ykpaiHCBKOIO MOBOI; 3HIMKH E€KpaHy
enektporHoro mojaeHHuka: EORTC Quality of Life Questionnaire-C30 Group, Bepcist 3.0, pociiicbkoro
MoBoto; KapTka namienTa, mo 6epe ydacTs y KIIHIYHOMY JOCHI/DKEHHI, /Ul BUKOPUCTAHHS B €KCTPEHUX
Bumnajakax, Pex. 2.0, 18 mrotoro 2021 p., ykpaiHChKOIO Ta pociiicbkoro MoBamH; JIUCT 10 Jikaps 3arajibHOT
npaktuku B2.0 02 6epesnst 2021 p., ykpaiHChbKOIO MOBOIO; BKIIIOUEHHS J0JJATKOBUX MICIb IPOBEICHHS




2 MPOJIOBXKEHHS ToaaTka 15

KJIIHIYHOTO BUIPOOYBAHHS:
No [1.I.B. BiIMOBIAAILHOTO JOCIITHAKA
n/m Ha3pa miciis nmpoBeieHHS KJIIHIYHOTO BUIPOOYBaHHS

1. | n.mH., npod. Kpsuok 1. A.

HamionanbHuil iHCTUTYT paky, HAyKOBO-IOCIiAHE BIJUICHHS XimioTeparii reMo01acTo3iB Ta
aJ’FOBaHTHMX METOJIIB JIIKYBaHHs, BIIJIIJICHHS OHKOTEMATOJIOTii 3 CEKTOpPOM aJ'FOBAaHTHHX
METO/IiB JTiKyBaHHs, M. KuiB

2. | n.M.H. Macisk 3.B.

JepxaBHa ycranoBa «lHCTUTYT maTosorii KpoBi Ta TpancdysiitHoi menunuan HarionansHOT
aKajeMii MeIMYHUX HayK YKpaiHu», BiIiaeHHs remaTtosorii, M. JIbBiB

Howmep ta nara Hakasy
MO3 110110 3aTBEpIHKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1012 Big 24.05.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararoueHTpoBe, paHI0Mi30BaHe, MOABIHHE-CIINE, MIaNe00-KOHTPOIbOBAHE AOCIIKEHHS da3u 3 s
OIIIHKM e(EeKTUBHOCTI Ta Oe3medyHocTi KomOiHaIii Tadacurama®y Ta JEHATAOMINY B TMOEIHAHHI 3
PUTYKCUMAaOOM TIOpPIBHAHO 3 JIGHAIIJOMIJIOM Yy TIO€JHaHHI 3 PpUTYKCUMaboM Yy TAIll€eHTiB 13
peumauBytouoro/pedpakreproro (P/P) pomnikynspuoro simpomoro Bix 1 1o 3a crymnens ado P/P nmimdomoro
MmapridansHoi 30HM», INCMOR 0208-301, npotokon Bepcist 3 3 iHKOPHOPOBAaHOIO MOIPABKOIO 2 Bif
16 rpynus 2020p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

Crnoncop, kpaina

Incaiit Kopnopeiin [Incyte Corporation], CILIA

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Jonatok 16

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHUX 3aC00IB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

Omnosnenuii nporokon DMB-3115-2, 3 inkopmopoBanoro mompaBkoto 01 Big 04 uepHs 2021 poky;
bpomypa nocnigauka DMB-3115 (Ycrekinyma0), Buganus 04 Big 25 6epesnst 2021 poky, aHTIIIHCHKOIO
MOBOIO; [HpopMariiitHuii muctok i popma inpopmosanoi 3roau, Bepeis V2.0UKR(uk)1.0 Bix 18 uepBHs
2021 poky, mepekian ykpaiHchkoro MoBoio Bia 07 numusa 2021 poky; [Hdopmaniiinuii nuctok i ¢popma
iHpopmoBanoi 3roau, Bepcis V2.0UKR(ru)1.0 Bixg 18 wepsus 2021 poky, nepekiiaa pociiiCbKO MOBOIO
Bix 07 mumast 2021 poky; [TociGHuK 13 mocmipkeHHs 1y maitienta, 27 TpaBus 2021 poky [V02 UKR(uk)],
YKpaiHChKOI0 MOBOIO; KepiBHMIITBO marieHTa 3 ydacTi y agociipkeHHi, 27 tpaBus 2021 poky [V02
UKR(ru)], pociiicbkoto MOBOI0; JIUCT 10 Jlikapst 1100 HarmpaBjieHHs mnamieHTiB, 10 gepBHs 2021 poky
[V02 UKR(uk)01], ykpaincpkoro mMoBoro; Bykier i3 kpurepismu Binoopy, 7 depBHs 2021 poky [V02
UKR(uk)01], ykpaincekoto MoBoto; Crnaitnu 3 iHdopmartiero npo gocmimkerns, 7 depus 2021 p. [V02
UKR(uk)], ykpaiHChKO¥O MOBOIO

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

Ne 1586 Bix 29.07.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PangomMizoBaHe, MOBIWHE clline, 0araTOIEHTPOBE IOCIIKEHHsI TEParneBTUYHOI €KBIBAJIEHTHOCTI, IO
MIPOBOJIUTHCS B MapajielIbHUX Tpynax Jjs MOpIBHSAHHS €(eKTUBHOCTI, OEe3MEeYHOCTI Ta IMyHOI'€HHOCTI
npenapaty DMB-3115 ang minmkipHoro BBeaeHHs Ta mnpenapary Crenapa® Bupobnuursa €C y
NAII€HTIB 13 XPOHIYHUM OJIAIIKOBUM IICOpia30M CEpeHbOro abo TsKKOro crymeHs», DMB-3115-2,
Bepcis Big 07 rpyans 2020 poky

3asiBHUK, KpaiHa

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

Cnoncop, kpaiHa

Dong-A ST Co. Ltd., Republic of Korea

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro gupexkropa Jupexroparty

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




Jonatok 17

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta
3aTBEPKCHHS CYTTEBHX ITOTPABOK)

15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

Omnosniena bpomrypa mocmiHUKa JOCHiKyBaHOTO Jikapchkoro 3aco0y LY3471851 (NKTR-358) Bin
24 gepBHusa 2021 p.; [npopmaris pis namienta gocaimpkeHHs Ta @opma [HpopmoBanoi 3roau it ydacTi y
JOCIIJKeHH] U1l BUKOPUCTaHHA B YKpaiHi, Bepcit 4.0 ykpaincbkoro MoBoro Bifg 19 cepmus 2021 p.;
Indopmanis ansa namienta gociimkenHs ta @opma [HpopmoBanoi 3roau Ang ydacTi y AOCHIIKEHH] AJs
BUKOPUCTaHHA B YKpaiHi, Bepcis 4.0 pociiicbkoro MoBoto Bif 19 cepras 2021 p.

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUNIPOOYBaHHS

Ne 2554 Bin 09.11.2020

Hassa xiiiniyHOrO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta JaTa

«PanmomizoBaHe, MojBiiiHE ciirne, miane00-KoOHTpoiboBaHe pociimxkeHHs |1 (ha3u 3 omiHKu 3acTOCyBaHHS
npenapary LY3471851 (NKTR-358) y mopociux Malli€eHTiB i3 CHCTEMHMM 4YEpBOHHUM BOBYakom», J1P-
MC-KFAJ, 3 monpaskoro (a) Bix 19 cepmast 2020 poxy

3asiBHUK, KpaiHa

«Emni Jlinni Boctok CAy, [lIBeiinapis

CrnoHcop, kpaina

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

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepaabHoro jupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




Jonatok 18

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

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

Inentudikaris cyrTeBoi 301IbIIICHHS] 3aIlJIJaHOBAHOI KIJTLKOCTI IMAIIEHTIB JJIs BKJIIOYEHHS y KJIIHIYHE BUMPOOYBaHHS B YKpaiHi: 3
MONPaBKHU 41 nmo 130 oci0; Ankera «3aranbHe BpakeHHs mnarienta mpo 3miny (PGIC)», Bepcis 1.0 Big 26 KBiTHA
2021 pocilicbkor0 MOBOIO; AHKeTa «3arajbHa OIliHKa MaiieHToM cryneHs Tsokkocti (PGIS)», Bepcis 1.0
Bix 26 kBiTHA 2021, pociiicbkoro MOBoI0; brank «Binknukanas ¢popmu iHPOPMOBaHOI 3r01M», BEPCist Bij
08 xBiTHs 2021 yKkpaiHCBKOIO, POCIMCHKOIO Ta aHTIIWCHKOIO MOBaMH; BKIIIOUEHHS 10JaTKOBHUX MiCIb
MPOBE/ICHHS KJIIHIYHOTO BUNPOOYBaHHSI!

No I1.1.b. BiAmOBIAAILHOTO JOCHIIHUKA

n/n HasBa micus nmpoBeieHHs KITIHIYHOTO BUIPOOYBaHHS

1 I.M.H., po¢. KpnxaniBcbka A.€.

KomyHnaneHe HekoMmepuiiiHe mianpuemMctBo «lIpukapnaTcbkuii KJITHIYHUN OHKOJIOTIYHUN IIEHTP
IBano-®paHKiBChKOi 00MacHOi panm», xipypriune Bigminenas Nel, IBaHo-DpaHKiBChKHI
HAI[lOHAJILHUI MeIMYHUI YHIBEepcHUTET, Kadeapa oHKoJIOoTii, M. [BaHo-DpaHKiBChK

2 I.M.H., ipo¢. bongapenko .M.

KomyHanbHe HekomepliiiHe mianpueMcTBo «Micbka KiiHIuHA JikapHa Ne4» JIHIpOBCHKOT
MICBKOI paJiy, XIMIOTEpalleBTUYHE BIIIIJIEHHS 3 ICHHUM CTallloHapoM, M. JIHinpo

3 K.M.H. Pucmaesa JI.E.

JlikyBanbHO-/11arHOCTUYHUIN LIEHTP TOBAPUCTBA 3 OOMEXKEHOI BIANOBIAATIBHICTIO «Memikc-peit
Intepuemnn I'pyn» Jlikapust i3painbebkoi onkosorii «LISODy, BinaieHHS KIiHIYHMX Ta
HAyKOBMX JOCHIIKEHb, c. [Tntotn, O0yxiBchkuil p-H, KuiBcbka 0011

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




2 MPOJOBXKEHHS A0/1aTKa 18

Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«BigkpuTe 6araToIieHTPOBE paHA0MI30BaHEe JOCTIIKEHHS 3-1 a3u mepiioi JiHil Teparii eHkopadeHioom
3 HETYKCUMaOOM y TIO€IHaHHI 3 XimioTepamiero abo 0e3 Hel B MOPIBHSHHI 31 CTAaHAAPTHUM JIIKYBaHHSAM 3
BBiHOIO (pa3010 /IS OLIHKK 0€3MEYHOCTI 3aCTOCYBaHHS eHKopadeHiOy Ta 1neTykcuMaly 3 XiMioTeparmi€ero
y TMaIi€HTIB 13 METaCTaTUYHMM KOJIOPEKTaIbHUM pakoMm i3 Mmyranietro BRAF V600E», C4221015,
romnpaska 3 10 mpoTokoiy Bix 24 mororo 2021 poky

3asiBHUK, KpaiHa

[aiizep Iuk., CLIHA

CnoHcop, kpaina

[aiizep Iuk., CLIHA

CynyTtHi
MaTepianu/mpenapari
CYNYTHBOI Teparii

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




Jonatok 19

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta
3aTBEPKCHHS CYTTEBHX ITOTPABOK)

15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

Bpomypa nocnigHuka AOCHIPKYBaHOTO JiKapcbkoro 3aco0y Anipponymad (MEDI-546), Bunanns 12 Bin
02 cepmast 2020 poky aHTTIHCHEKOK MOBOMK; bpolypa gocimigHuKa TOCTIKYBAaHOTO JTIKapChKOTo 3aco0y
Amnipponymad (MEDI-546), Bumanns 13 Bim 22 Gepesns 2021 poxy aHIIIMCBKOIO MOBOIO; 3MiHa
BiJIMOBIAAJILHOTO JIOCJIITHUKA Ta Ha3BU MICIIS POBEACHHS KIIIHIYHOTO BUNPOOYBaHHS:

byno

Crano

I.M.H. Pexanos JI.I'.

KomyHnaneHa ycraHoBa «3amopi3pka o0OJacHa
KIIiHIYHA JiKapHs» 3amnopi3bkoi oOnacHOl paau,
BiJUTIIEHHS peBMaToJIOrii 3 LEHTPOM
IMyHOO10JI0T1YHOT Tepartii, M. 3armopixKs

K.M.H.Punanmina H.I'.

KomyHanbsHe HEKOMepliiiHe i AIPUEMCTBO
«3anopizbka  oOjacHa  KIIHIYHA  JIKapHsD»
3amopi3bKoi 00JaCHOT pajay, BIAAITICHHS KIIIHIYHOT
IMYHOJIOT111, peBMaTOJIOT] 3 IEHTPOM XiMioTeparlii,
M. 3anopIAOKs

3miHa KOHTaKTHHX JaHuX CrioHcopa:

bYJIO

CTAJIO

HaiimenyBannsa ropuanunoi ocodu/ II. 1. b.
¢bi3uunOi ocobu: AstraZeneca AB, llIBeris;

I1. I. b. konrakTHOI ocobm: Clive Stringer;
Micue3Haxo/KEHHs OPUIAYHOT 0Cco0u/Miciie
npoxuBaHHs  ¢izuuHoi  ocobu:  Milstein
Building, Cambridge, CB21 6GH, United
Kingdom  (micue3HaxokeHHS ~ KOHTaKTHOI
ocobmn);

Konrtakthuii renedon: +44 (0) 7785 515 687,
AJpeca eJIeKTPOHHO1 NOIITH:
clive.stringer@astrazeneca.com

HaiimenyBanns ropuauunoi ocoou/ I1. I. b. ¢iznunoi
ocobu: AstraZeneca AB, IlIBenis;

I1. I. b. xorTakTHOI 0c0o0H: Joanne Betts;
Micie3Haxo1KEeHHS FOPUTUIHOL ocobu/miciie
npokuBanHs (izuynoi ocodbu: 18, Forskargatan, 151
85  Sodertilje, Sweden  (Micue3HaXOIKEHHS
KOHTaKTHOI 0cOo0M);

Konraktauii Tenedon: +46 73 367 70 12,

Anpeca eleKTpOHHOI MOIITH:
Joanne.Betts@astrazeneca.com




MPOJOBXKEHHS AoaTka 19

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

Ne 70 Big 31.01.2017

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«bararoneHTpoBe, paH/0Mi30BaHe, MOJBIHHE cCIiine, MmIane00-KOHTPOIbOBAHE PO3IIUPEHE TOCIIHKECHHS
($a3u 3, 3 BUBUYCHHS TPUBAJIOI OE3MEYHOCTI Ta MEPEHOCUMOCTI aHipporaymMaly y AOPOCIHX MAIIEHTIB 3
CHUCTEeMHHM YEPBOHUM BOBYAKOM B aKkTHBHI (azin, D3461C00009, Bepcis 3.0 Bix 10 cepmust 2017 p.

3asBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIIITOBIJAJIBHICTIO
ACCOVHIMEUTC YKPATHA» (TOB «®PA YKPATHAY)

«PAPMACBIOTIKAJI PICEPY

Cnoncop, kpaiHa

AstraZeneca AB, IlIBeris

CynyTHi
Marepiaiau/mpenaparu
CYITYTHBOI Tepartii

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

Isan 3AZIBOPHUX



Jonarox 20

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

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

InenTudikanis cyrreBoi
HOTIPaBKU

3any4eHHs JOAATKOBOT'O MICIIS POBEACHHS KJITHIYHOTO BUITPOOYBAaHHS
Ne I1.1.B. BiAmOBigaJIBHOTO JOCHITHUAKA
n/n HasBa micus npoBeieHHs KITiHIYHOTO BUIPOOYBaHHS

1 k.M.H. Tpyxin /I.B.

KomyHnaneHe HexomepuiiiHe mianpueMcTBo «Opecbkuil 0OJacHUM OHKOJIOTIUHUI AucCHaHCep»
Opecpkoi 00JIaCHOI paju», CTaIlioHap JEHHOTO MepeOyBaHHS JUCIAHCEPHO-TOMIKIIHIYHOTO
Bigmiaenasa, M. Oxeca

Howmep ta nara Hakasy
MO3 110110 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1360 Big 10.06.2020

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararonienTpoBe, paHnomizoBaHe, Bigkpure aociimkeHHs |l ¢da3u mopiBHAHHA Tepamii mpenapaToM
Cenmnepkatinid 3 Tepami€ro mpernaparaMu Ha OCHOBI MOXIAHUX TJIATHHU B MOEAHAHHI 3 TIEMETPEKCEIOM B
abo Oe3 koMmOiHawii 3 mpuiloMoM meMmOposizymada B SKOCTI Mepoi JIiHii JIKyBaHHS MOLIMPEHOrO YU
METACTa3yr4oro HeIpiOHOKIIITHHHOTO paKy JIETeHi 3 HasBHICTIO TiOpuaHoro rera RET», J2G-MC-JZJC,
Bepcid 3 IHKopropoBaHoro nonpaskolo (d) Bix 18 nucronana 2020 poky

3asiBHUK, KpaiHa

«Eni JIimm Boctok CAw, [Beiinapis

CrnoHcop, kpaina

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

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHUHOrO 3a0e3MeYeHHSA IBan 3AJIBOPHUX




Jonatok 21

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

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi BKIt0ueHHs JOAATKOBUX MICI[b IPOBEACHHS KIIHIYHOTO BUIPOOYBAHHS !
MTOIIPaBKH Ne I1.1.b. BiAmOBIAAILHOTO JOCHIIHUKA
n/n HasBa micus mpoBeieHHs KJIIHIYHOTO BUMPOOYBaHHS

1. | n.m.H., pod. SApemenko O.b.

KomynansHe Hekomepiiline mignpueMctBo «KuiBchbka Micbka KiiHiuYHA JikapHs N3y
BUKOHABUYOTO OpraHy KHiBChKOI Michkoi paan (KuiBCchkoi1 MICBKOI JepaBHOI aJMiHICTpallii),
Kap/i0JIOT1YHE BiJUTUICHHS 3 TAJAaTO IHTEHCUBHOI Teparrii, B T.4. 3 JIbDKKaMu 1H(GapKTHOTO Ta
peBMmaTtosorigyaoro npodintro, Harmionansauii Mmeguunuit yaiepeuteT iMmeHi O.0. boromonbiis,
kadenpa BHyTpimiHb01 MenuiuHu No3, m. Kuis

2. | k.Mm.H. Tkauenko M.B.

Komynanbue MiITPUEMCTBO «[TonTaBchka obnacHa KJIIHIYHA JIKapHs
iMm.  M.B.CxridocoBcbkoro IlonraBcbkoi obmacHoi  pamm», OONacHUN  JTIKyBaJIbHO-
JIarHOCTUYHUN PEeBMATOJIOTIYHUN 1EeHTp, [lonTaBchbkuil nepkaBHUN MEIUUHUM yHIBEPCHUTET,
kadenpa ciMeliHOT MenuIKHY 1 Tepanii, M. [lonraBa

3. | AM.H., npod. Pexanos J[.I".

Menuunuii 1LeHTp ToBapucTBa 3 OOMEXKEHOI0 BiANOBIJAIbHICTIO «CyyacHa KIIIHIKa»,
JTKyBaJIbHO-A1arHOCTUYHUHN MiIPO3ALI, M. 3amOpLEKs

4. | mikap Kynuk A.B.

KomynansHe Hekomepiiiine mianpuemMctBo «UYepkacbka obOnacHa JnikapHa YepkachKoi
00J1acHO1 painy», KapA10peBMAaTOJIOTIYHE BIIUICHHS, M. Yepkacu

5. | k.M.H. Ypcoa H.b.

KomyHnansHe HEKOMEpITiHE TATPUEMCTBO «XMETbHUIIbKA 00acHa JIIKapHI» XMEIbHHUIBKOT
00J1acHOI paJid, peBMATOJIOTIUHE BIJJIUICHHS, M. XMEITbHHUIIbKUI
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Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 1773 Bix 20.08.2021

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«bararorieHTpoBe, paHA0Mi30BaHe, MOJABIHHE CIile, MIaned0 KOHTPOJIbOBaHE KIIIHIUHE JOCTIIKEeHHS 3D
(dha3u 11 OliHKK e(DEKTUBHOCTI Ta OE3MEYHOCTI MPU3HAYEHOTO IiIIKIPHO TyceabKyMaly y MaIli€HTIB 3
aKTUBHHUM IICOPIaTHYHUM apTPUTOM, SIKi paHillleé MaJd HEAOCTATHIO BIJMOBiIb Ta/ab0 HEMEPEeHOCHMICTh
JIIKYBaHHS OJHUM 3 1HTI0ITOpIB (pakTopy HEKpo3y nmyxymH aiabda», CNTO1959PSA3005, Bix 13.04.2021

p.

3asBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

Cnoncop, kpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CynyTtHi
Marepiaiau/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasnbHoro qupexkropa Jupexropary
(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX



JonaTok 22

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S

VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX

BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPKCHHS CYTTEBHX ITOTPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

Omnosnenuit po3nin Jlocke AOCTIIKYBAHOTO JIiKapchKoro 3aco0y 3iboreHTan: Po3gin «P.8 CtabinbHICTH
I'otoBoro mikapcekoro 3aco0y», Bim 12 mumus 2021 poky, mns Ykpainu; [logoBkeHHS TepMiHy
MPUAATHOCTI JOCTIKYBAHOTO JIIKapChKOTO 3aco0y 3i0oTeHTan 10 18 MicsiiB

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1586 Bix 29.07.2021

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«bararolneHTpoBe, paHI0Mi30BaHe, MOJBIHE cJIine, 1aned0-KOHTPOIbOBaHE JOCiKeHHs Ga3u 2b, 110
NPOBOAMUTHCS B MapalelbHUX TPYNax 3 METOK BU3HAYCHHS [lialla30Hy J103, OLHKH e(pEeKTHBHOCTI,
0e3meyHocTi Ta mepeHocuMocti 3iboTeHtany i Jlamarmino3uHy y MaIi€eHTiB 3 XPOHIYHOI XBOPOOOIO
HUPOK 3 OIIIHIOBAHOI MIBUIKICTIO KiIy6oukoBoi ¢inpTpamii (olLIK®D) Bim 20 mn/xs/1,73 m2 mo 60
mi/xB/1,73 m2», D4325C00001, Bepcis 1.0 Bin 14 Bepecus 2020 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CrnoHcop, kpaina

«Actpa3eneka Aby, llIBemis / AstraZeneca AB, Sweden

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary

(apmManeBTHYHOTO 3a0€e3MeYeHHS

IBan 3AZIBOPHUX




JonaTtok 23
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

Honatok Ne2 Bin uepsHst 2021 p. g0 Opomrypu nocmigauka s anektunioy (RO5424802), Bepcis 11 Bin
BepecHs 2020 p.

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1962 Bin 29.10.2018

Ha3ssa xminiuynoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«Binkpure, pannomizoBane nocmimkenHs |l da3zu nns ominku edekTUBHOCTI Ta O€3MeKH aleKTHHIOY B
SAKOCTI aJ'TOBaHTHOI Tepamii B MOPIBHSAHHI 3 aI'TOBaHTHOIO XIMIOTEpaIi€lo INpernapaTraMd Ha OCHOBI
IUIATUHA Y TALI€HTIB 3 HEIPIOHOKIITUHHUM pakoMm JiereHb cramii IB (myxmuaum = 4 cm) - 1A,
MMO3UTUBHUM MIO0JI0 KiHA3W aHATUTACTUYIHOI JTiM(POMH, 3 TOBHOO pe3ekiiero myximan», BO40336, Bepcis 6
Bix 10 Gepesns 2021p.;

«PannomizoBane, OaratoueHTpoBe, (a3u 3, BIIKpUTE AOCHIDKEHHS QJIEKTHHIOY Yy TOpPIBHSAHHI 13
KPU30THHIOOM MpH JIIKYBaHHI MOUIMPEHOI0 HEAPIOHOKIITUHHOIO paKy JiereHb, MO3UTUBHOIO /10 KiHA3U
aHATUIACTUYHOI JTiM(OMHU, 3 PUBOJIY SKOTO paHillle HEe MPOBOIUIOCS JIiKyBaHH», BO28984, Bepcis 6 Bi
04 nmucronana 2019 p.

3asBHUK, KpaiHa

ToBapucTBo 3 06MexeHo00 BinoBiAanbHICTIO «Porn Ykpainay

Crnoncop, kpaina

«®D. Xopdpmann-JIa Pomr JIta» (F. Hoffmann-La Roche Ltd), [lIBefinapis

CynyTHi
MaTtepiaiu/mpenaparu
CYMyTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Honatok 24

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S

VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPKCHHS CYTTEBHX IOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

3MiHa Ha3BU Ta MICIIsI MPOBEACHHS KIIHIYHOTO BUNPOOYBaHHs B YKpaiHi:

byno

Craio

I.M.H., ipod. Ctyce B.IT.

KomyHaneHe mianpueMcTBo «/[HinmpornerpoBchka
oOmacHa xiiHiuyHa nikapHs iM. L.I.MednukoBa»
JIHITpONETPOBCHKOI 00JIACHOT painy, BiAIIICHHS

I.M.H., ipod. Ctycs B.IL.

KomyHnanbHe mianpueMcTBo «JIHiponeTpoBchka
oOmacHa KiiHiyHa JikapHs iM. L.I.MednukoBay
JIHITpONETPOBCHKOI 00JIACHOT pajiny, BiAIIICHHS

ypodorii Ne2 (oHkonoriune), M. J{Hirpo yposorii Ne2 (onkojoriune), JIHIMpOBCHKHIA
JEpKaBHUKA MEIMYHHMU YHIBEpCUTET, Kadeapa

ypodorii, M. JIHinpo

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

Ne 516 Bin 22.03.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PangomizoBane, Binkpute mocaipkeHHs |l ¢asu s omiHKM mepiomepaiiitHoro 3acToCyBaHHS
eHbopTymMaly BenOTHHY y komOiHarii 3 nmemOpomizymadbom (MK-3475) nmopiBHSHO 3 HEO0aFOBAHTHOIO
Tepami€ro reMIUTa0lHOM Ta LUCIUIAaTUHOM y YYacHMKIB 3 M'SI30BO-IHBa3MBHMM pPaKOM CEYOBOTO MiXypa,
npuaatHux Uit JikyBanHs —nucruatuHoM  (KEYNOTE-B15 /  EV-304)», MK-3475-B15, 3
iHKopriopoBaHoto nonpaskoto 01 Bix 14 tpaBus 2021 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 0OMexeHoro BianopiganbHicTi0 «MCJl Ykpaina»

CnoHcop, kpaiHa

«Mepk Hlapn Ena Hoym Kopm.», nouipne nignpuemctso «Mepk Ena Ko., Iak.», CIIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Isan 3AZIBOPHUX




JonaTtok 25

70 Haka3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi 3anmy4eHHs JOAATKOBOTO MICIIS IPOBEACHHS KJITHIYHOTO BUITPOOYBAHHS:
MTOIIPaBKH Ne I1.1.b. BiAmIOBIAAILHOTO JOCIITHUKA
n/n HasBa micus npoBeieHHs KITiHIYHOTO BUIPOOYBaHHS

1. | n.m.H. Mopo3 C.M.

Komynanbue i IITPHEMCTBO «/IninmponeTpoBchKa obnacHa KJIIHIYHA  JIIKapHS
iM. L.I. MeunukoBay J{HITpOneTpoBCHKOi 001aCHOT pau», 00JIACHHUA LIEHTP MCUXOCOMAaTHYHHUX
po3ia1iB Ha 06a31 ICUXOHEBPOJIOTIYHOTO BIUIUICHHS, M. J[HINpo

Howmep ta nata nakazy Ne 422 Binm 10.03.2021
MO3 110110 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Hasga kiiHiuHOTO «PannomizoBaHe, nojBiiHe-ciine, 3 mianedo Ta akTUBHUM KOHTpPOJIEM JIIKyBaHHA nociimkeHHs 2b dazu

BHIIPOOYBaHHS, KOJI, edexTuBHOCTI Ta 6e3neunocti MK-8189 y mamieHTiB 3 TocTpuM emi3onoM mm3odpeniiy, MK-8189-008, 3

Bepcid Ta Jara iHKOpropoBaHoto nonpaskoto 02 Bix 24 mucronaga 2020 poky

3asiBHUK, KpaiHa ToBapuctso 3 oomexeHoto BignosiaanpHicTIO «MCJ Ykpaina»

CrnoHcop, kpaina «Mepk Ilapn Enn JJoym Kopn.», nouipne nianpuemctso «Mepk Eng Ko., [Hk.», CHIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

MaTtepiaiu/mpenaparu

CYIYTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




JlonaTok 26

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

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

InenTudikanis cyrreBoi 3anydeHHs JOAATKOBUX MICI[b MPOBEACHHS KIIHIYHOTO BUIPOOYBAHHS !
MTOIIPaBKH Ne I1.1.b. BiAmOBIAAILHOTO JOCHIIHUKA
n/n HasBa micus npoBeieHHs KITiHIYHOTO BUIPOOYBaHHS

1. | mikap Mopo3 T.I1.

Ob6nacHe KOMyHajbHE HEKOMeEpIliiiHe mianpueMcTBo «UYepHiBellbka oOlacHa KIiHIYHA
JIKapHs», TiAPO31ia aMOynaTopHoro aiaiizy, M. YepHiBii

2. | mikap lNamymak O.B.

KomyHanpHe  MigIpUEMCTBO «/lHimponeTpoBcbka ~ o0macHa ~ KJIIHIYHA  JIIKapHSA
iM. LI. MeunukoBay J[HimpomeTpoBCchbKO1 00NacHOi paau, BIJAUIEHHS MAiaii3y (XpOHIYHOTO
reMojiianizy Ta aMOyJaToOpHOTO niamizy), JHIMpOBCHKHIA NepKaBHUN MEIWYHHN YHIBEPCHUTET,
kadenpa yposnorii, M. {Hinpo

Howmep Ta nara Hakaszy Ne 1012 Big 24.05.2021
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ha3ssa xiiniuyHoro «MixHapoaHe, paHA0Mi30BaHe, MOJBIMHE CIIiTe, MIane00-KOHTPOIHOBAHE TOCHIIKEHHS 3 METOI0 OLIIHKH

BUIIPOOYBaHHS, KOJI, BIUIMBY LUKJIOCWIIKATy IMPKOHIIO HATPil0 Ha CEepLEBO-CYyIMHHI HACHiJK{, TOB’S3aHI 3 apUTMIEIO0 B

BepCis Ta JaTa YYaCHUKIB 3 PELUIUBYIOUOIO TiNEpKaIIEMIE€IO, SIKI 3HAXOJIAThCS Ha XpoHiyHOMY remopianizi (DIALIZE-
Outcomes)», D9487C00001, Bepcist 1.0 Bix 13 ciunsg 2021 poky

3asiBHUK, KpaiHa TOB «ACTPA3EHEKA YKPAIHA»

CnioHcop, kpaiHa AstraZeneca, AB, Sweden

CynyTHi —

MaTtepiaiu/mpenapaTu

| CyIyTHBOI Teparii
B.o. renepasqbHoro nupexkropa Jlupekropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




Jonartok 27

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

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

JIucT-nOsSICHEHHS 10 MPOTOKOIY KiiHiyHOro BunpodyBanHs MK-3475-811 (Protocol Clarification Letter —
MK-3475 Protocol 811), Bix 27 munusa 2021 poky, aHTIIIHCHKOI0 MOBOIO; [HpopMallis Ta TOKyMEHT Ipo
iHpopmoBany 3rony st mauieHta, Bepcis 07 Bim 02 cepnust 2021 poky, ans Ykpainu, yKpaiHCHKOIO
MoBo1O; [HopMmarllis Ta AOKyMeHT mpo iHdopMoBaHy 3rofy najis mauieHTta, Bepcis 07 Big 02 cepmHs
2021 poky, st YKpainu, pociiicbKOr0 MOBOIO; 3MiHa BiIMOBITAIBHOTO JOCIITHAKA y MICII TIPOBEICHHS
BUIIPOOYBAHHS:

byno Crano

a.M.H. Konecnik O.0. k.M.H. Ocranenko FO.B.

HamionaneHuii  iHCTUTYT paky, BigauleHHs | HamioHanbHUN — 1HCTUTYT  pakKy, BiAJTiJICHHS
MaJIOIHBa3MBHOI Ta EHJOCKOIYHOI Xipyprii, | MaJIOiHBa3UBHOI Ta EHAOCKOIIYHOI Xipyprii,
IHTEepBEHIIHOI pagioorii, M. Kuis IHTEepBEHIIHOI pasiosorii, M. Kuis

3MiHa Ha3BU Ta MICIsl TPOBEAECHHS KIIHIYHOTO BUIPOOYBAHHS:

bYJIO CTAJIO
I.M.H., npod. bonnapenko .M. I.M.H., mpod. bonaapenko [.M.
Komynanenuit  3aknmag  «JlHimponerpoBcbka | KoMyHanmpHe  HekomepliiiHE — MIAIPUEMCTBO
MicbKa O6aratonpodinbHa KiaiHiuHa JikapHsI Ned» | «Mickka kiiHiuHaA JikapHs Ne4y JIHImpoBCbKOi
JIHInponeTpoBChbKO1 00JaCHOI pajy, BIAAUICHHS | MICbKOI paaM, XIMIOTepaneBTHUYHE BIJUIUICHHS 3
ximioTeparii, HepxxaBHuit 3aKiaj | JeHHUM cTallioHapoM, J[HIMpOBCHKUIN Aep KaBHUIA
«/lHimponerpoBchbka MeInYHa akajziemisi | MEMUYHUNA YyHIBepcUTeT, Kadeapa OHKOJOrii Ta
MiHicTepcTBa OXOpPOHH 3/0pOB’  YKpaiHW», | MeAMYHOI pajioiorii, M. JJHinpo
kadeapa OHKOJIOTIT 1 MEeTU4YHOi Ppajionorii,

M. JIHinpo




2 MPOJOBXKEHHS A0/1aTKa 27

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

Ne 9 Bin 02.01.2019

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannmomizoBane, lll da3m, moxasiitHe ciime mochipkKeHHS KOMOiHAIii TpacTy3ymaly, XimioTeparii Ta
neMOpoJiisymady y TMOpiBHSHHI 3 KOMOIiHaIi€r TpacTy3ymaly, Ximiorepamii Ta mmianedo sk Teparii
nepmoi miHil y mamieHTiB 3 HERZ2-mo3uTuBHOIO MeTacTaTHYHOIW aJeHOKApPIIMHOMOIO MUIYHKY abo
nuryHkoBo-cTpaBoxigHoro 3'enqnanas (KEYNOTE 811)», MK-3475-811, 3 iHKOpIOpOBaHOIO TOMPABKOIO
07 Bix 24 uepBus 2021 poxy

3asBHUK, KpaiHa

ToBapucTBO 3 0OMex)eHo0 BianoBiganbHicTIO «MCJl YKpaina»

Cnoncop, kpaiHa

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

CynyTtHi
MaTepianu/mpenapari
CYNYTHBOI Teparii

B.o. renepanbHoro rupexkropa Jlupekropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




JonaTok 28

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

3aTBEPKCHHS CYTTEBHX IOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

Bpomypa gocmigauka yonitykeumady, Bepcist 10.0 Bix 19 numas 2021 poky, aHTIiHCPKOI0 MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 893 Bix 15.04.2020

Ha3ssa xminiuynoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«Binkpure momoBxkeHe TOCIIHKEHHS YOIITyKcuMaly y MAIi€HTIB 13 PELUIMBHUM PO3CISTHUM CKJIEPO30M),
TG1101-RMS303, Bepcis 2.2 Bix 29 uepBus 2020 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 06MexkeHor0 BinnosigambHicTIO «OCT YKPATHA»

Crnoncop, kpaina

TiJl>xu Tepanstotukc, [Hk., CHIA (TG Therapeutics, Inc., USA)

CynyTHi
MaTtepiaiu/mpenaparu
CYMYTHBOI Tepamii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3neYCHHS Isan 3AZIBOPHHUX




JonaTok 29

70 Haka3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

Jluct mauienty «Bitaemo», Bepcist 1 Big 23 Oepe3ns 2021 poxy ykpaiHCbKOIO MOBOIO; JIMCT mamieHTy
«JlackaBo mpocumoy, Bepcis 1 Bim 23 Oepesns 2021 poxky pociiicbkoro MOBOR0; JIUCT-Tomsika s
narienTa, sepcis 1 Big 23 6epe3ns 2021 poky ykpaiHCBKOIO MOBOIO; JIMCT-TOAsIKA /IS MaiienTa, Bepeis 1
Bi 23 Oepe3nss 2021 poky pociiicbkkor0o MoOBO; IlociOHMK 13 BI3UTIB 1 OOCTEXKEHb, MepeadayeHux
JOCHIKeHHsIM, Bepcis 2 Bim 23 Oepe3nst 2021 poky ykpaiHChKOIO MOBOIO; [TociOHHMK 13 BI3WTIB i
o0CTeXeHb, mepeadadeHnx MOCHiPKeHHAM, Bepcis 2 Bim 23 6epe3ns 2021 poky pocCiiicbKOI0 MOBOIO;
Kaptka — Bisut no mikaps, Bepcis 1 Bim 23 Oepesns 2021 ykpaincpkoro moBoro; Kaptka — Bizut 1o
mikaps, Bepcis 1 Bin 23 6epesns 2021 pociiicbkoro MoBot0; bykier ans namienta, Bepcis 1 Big 23 Oepe3ns
2021 poky ykpaiHchKkOI0 MOBOO; Bykier mist marienra, Bepeis 1 Bix 23 Gepesns 2021 poky pociiicbkoro
MoBo10; [Hdopmartiitna Opourypa ans namieHta, sepeis 1 Big 23 6epesns 2021 poky yKpaiHCBKOIO MOBOIO;
Iadopmariitna 6pomypa mis namieHTa, Bepcis 1 Bixg 23 6epesnst 2021 poxy pocilickkoro MoBoto; Jluct
namieHTy 3 0a3u naHux, Bepcisa 1 Big 23 Gepe3ns 2021 poky ykpaiHCbKOr0 MOBOMO; JIMCT marfieHTy 3 6a3u
nanux, Bepcig 1 Big 23 Oepe3nst 2021 poky pociiicbkoro MoBow; IHdopmaniiina Opomrypa mpo
nociikeHHs, Bepeisd 1 Big 23 6epesns 2021 poky ykpaiHcekoro MoBoro; IHpopmariiiina Oporrypa mpo
nociimkeHHs, Bepeis 1 Big 23 Gepe3ns 2021 poky pociiicbkoro MOBOO; JIucT 1o poauva um apyra
narfieHTa jaociipkeHHs, Bepcis 1 Bix 23 Gepesns 2021 poky ykpaiHCbKOIO MOBOM; JIMCT 0 poauya 4u
Jpyra TalieHTa IociipkenHs, Bepcis 1 Bix 23 6epesns 2021 poky pociiichkoro MOBO; [HCTpyKITis 110,10
nporenypu oTpuMaHHs iH(popMoBaHOi 3roju, Bepcist 1 Bix 23 Gepe3ns 2021 poky ykpaiHCHKOIO MOBOIO;
[HCTpyKLIsS M0N0 Hpoueaypu oTpuMaHHS i1H(opmoBaHOi 3roau, Bepcis 1 Bim 23 Gepe3ns 2021 poky
pociiicbkoro MoBow; Ilpuknan aHIMOBAaHOTO CILEHAapil0 OTPUMAHHS 3TOAM TAallleHTa Ha KIIHIYHE
JOCTIPKEHHSI aHTIIACHKOI0 MOBOIO; AHIMOBaHHWH CIIeHapidi OTpUMaHHS 3TOAM TMallieHTa Ha KIiHIYHE
nociikeHHs, Bepcis 2 Big 23 Oepesnst 2021 poky yKpaiHChKOO MOBOIO; AHIMOBaHHUM cCleHapii
OTpUMaHHS 3TOJM MallieHTa Ha KJIiHIYHE JOCHTiKeHHs, Bepcis 2 Big 23 O6epesnst 2021 poky pociiicbKoro
moBoi0; Onomiiena Bbpomypa gocmigauka 3 npemnapary RO7490677 (PRM-151; Recombinant Human
Pentraxin-2), Bepcist 14 Big uepBHs 2021 p., aHIITINHCHKOI MOBOIO; 3MiHa HallMEHYBaHHs 3asBHUKA B
Vkpaini 3 TOB «KOBAHC KIJIIHIKAJI JEBEJOIIMEHT VYKPAIHA» na TOB «JIABKOPII
KJIIHIKAJI JIEBEJIOIIMEHT YKPAIHA»




MPOJOBXKEHHS 10/aTKa 29

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

Ne 1012 Big 24.05.2021

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«Binkpure pocmimpkenHs mnpojosxkeHHs (asu Il nmns  omiHku noBroTrpuBanioi  Oe3meyHOCTI Ta
edexkTuBHOCTI mpenapaty PRM-151 y mnarmieHTiB 3 imiomaTuyHuM JjereHeBuM (pidpozom (1JID)y,
WAA42294, Bepcis 2 Bin 17 mucromana 2020 poky

3asBHUK, KpaiHa

TOB «JIABKOPII KJIIHIKAJI JEBEJIOIIMEHT YKPATHA»

Cnoncop, kpaiHa

«®D. Xobhdmann-JIs Pomr JItay [F. Hoffmann-La Roche Ltd.], [lIsefinapis

CynyTtHi
Marepiaiau/mpenaparu
CYITYTHBOI Tepartii

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

Isan 3AZIBOPHUX



Honatox 30

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

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

Inentudikaris cyrTeBoi Bpomypa mpociigHuka 1 1OCTiHKYBAHOTO JIIKapchbKoro 3aco0y «Comarporony, Bepcis 1.0 (Pfizer), Bin
MONPaBKHU 08 mumus 2021 (VV-TMF-199277), anrniiicbkor0 MOBOIO; 3MiHA Ha3BH MICIIS MPOBEICHHS KJIIHIYHOTO
BHUIPOOYBAHHS:

byno Craio

npod., unen-kop HAMHY Apses M.JIL. npod., unen-kop HAMHY Apsie MLJL.
Komynansna ycranoBa «Opjechbka o6OnacHa | KomyHanbHe — HEKOMepIiiHE — MIAIPUEMCTBO
IUTSI4Ya KJIIHIYHA JTIKapHS», BinuieHHs | «Onecbka oOJacHa UTSAYA KITIHIYHA JHKAPHSD)
Hedposorii 3 eHAOKpUHHUMH  Jikkamu, | Onecpkoi 061acHOi paau, BiAAIIeHHS Hedpoiorii
Onecbkuit Hamionansuuit MEeIWYHUN | 3 CHIOKPUHHUMH JIKKaMH, OneceKuit
YVHIBEPCHUTET, kadenpa neaiarpii Nel, | HamtionaneHuii MenuyHUi yHiBepcHUTET, Kadeapa
HeoHartoJjorii Ta 6ioetuku, M. Oxeca nemiatpii  Nel, Heonaronorii Ta OloeTHKH,
M. Oneca

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

HazBa kiiH14HOTO «JlocmimkeHHsT 0e3MeKn Ta TMOMIYK ONTHMAaIbHOI T03H, TP BUKOPHUCTaHHI Pi3HUX M030BUX piBHIB MOD-

BUINIPOOYBaHHS, KOJI, 4023 B MOpIBHSIHHI 31 CTAHJAPTHOO LIOJICHHOIO Tepamieto p-al'3 y npenmydepTaTHuX JiTed 3 aediiurom

BepcCid Ta JaTta ropMoHy 3pocty», CP-4-004, TTorpaBka Ne9 no nporokonry, VV-TMF-53886, Bepcis 1.0, Bix 12-xk0BTHS-
2017

3asBHUK, KpaiHa Axuensciops JITa., YropuimHa

CnoHcop, kpaina OPKO Biologics Ltd., (OITIKO bionomxukc JItn), [3pains

CynyTHi —

MaTtepiaiu/mpenapaTi

| CyIyTHBOI Teparii
B.o. renepanbHoro nupexropa Jlupekropary
dapmaneBTHYHOIrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




Honatok 31

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

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

BxitoueHHs J0AaTKOBOTO MICIIsl POBEJCHHS KJITHIYHOTO BUITPOOYBaHHS:
Ne I1.1.B. BiAmOBigaJIBHOTO JOCHITHUAKA
n/n HasBa micus npoBeieHHs KITiHIYHOTO BUIPOOYBaHHS

1. | n.m.H., pod. Crycs B.II.

Komynanwsne nianpuemctBo «/[HinmponerpoBcbka obnacHa kiiHiuHa dikapHs iM. [.I. MeunukoBa»
JuinpornerpoBchkoi o0xacHOi pamuy, BiagineHHs yposnorii Ne2 (onkomoriune), JHINMPOBCHKHUNA
JIep>KaBHUN MeIMYHUN yHIBepcHUTeT, Kadenpa yposnorii, M. J{Hinpo

Howmep ta nara Hakasy
MO3 110110 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1012 Big 24.05.2021

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta qaTa

«PannomizoBane, nmojBiiiHe ciine, 6araronentpose ¢asu Il qocmimkeHHs 3acTOCyBaHHS aTre3o0iizymaldy
(aatu-PD-L1 anTHTiNO) TIpoTH TIanebo K aJ’FOBAaHTHOI Teparii y MaIi€eHTiB 3 M S30BO-1HBa3UBHUM
paKkoM CEYOBOTO MiXypa BHCOKOTO PH3MKYy 3 HasBHOW uupkymowuoro JHK nyxmuan micns
ucrekromiin, BO42843, Bepcis 3 Big 08 6epe3ns 2021 p.

3asiBHUK, KpaiHa

ToBapucTBo 3 06MexeHo00 BinoBiAanbHICTIO «Porn Ykpainay

CrnoHcop, kpaina

®.Xopdpmann-JIs Pour JIta, [seiuapis

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasnbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHHUX




Jonatok 32

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta
3aTBEPKCHHS CYTTEBHX ITOTPABOK)

15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

Bpomrypa nocmigamka Somatrogon (MOD-4023, CTP Modified hGH), Bepcis 1.0 (Pfizer) Bin uepBHs
2021 (MOD-4023 | CP-4-004 CP-4-006 CP-4-009 OLE | MOD-4023 Somatrogon Investigator's Brochure
08Jul2021 VV-TMF-199277 | Version 1.0 dated 13 Jul 2021)

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 915 Bin 08.08.2017

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Bingkpure paHmoMizoBaHe 0araTOIEHTPOBE IOCTIKEHHS ¢azu 3, TpUBATICTIO 12 MicAIiB, 3 OMIHKH
edeKTUBHOCTI Ta Oe3nmeyHocTi 3actocyBanHs npenapary MOD-4023 oaun pa3 Ha THXK]EHb, y MOPIBHSAHHI
3 MOJICHHOIO Tepartieto ['enorporninoM®, y niTel y mpenyoepTaTHOMY Billi 3 1eQIIUTOM TOPMOHY POCTY»,
CP-4-006, ITonpaBka 2 Big 06 TpaBHs 2018

3asiBHUK, KpaiHa

TOB «KLIP Ykpaina»

CrnoHcop, kpaina

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

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

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




Jonatok 33

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKAPCHKHUX 3aC00IB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

Inentudikaris cyrTeBoi
MOTIPaBKH

[[logeHHUK AOTPUMAHHSA PEKUMY IOCHIDKYBaHOTO mperapaty, Bepcis 1.0 Bim 28 TpaBusa 2021p.,
YKpaiHChKOIO MOBOIO; I1lo€HHUK TOTPUMAaHHS PEKUMY JIIKYBaHHS B paMKax TOCHipKeHHs, peaakiis 1.0
Bix 28 tpaBHs 2021p., pociiicbkoro MoBor; CkpinmoTu goaatky pociimkenas ACT16877 na MoOiuIbHUN
npuctpiii (IRB Screens), Bepcist Bin 02 cepmus 2021 poky, yKpaiHCbKOIO MOBO; CKPIHIIOTH JOJATKY
nociimkenuss ACT16877 na mo6ineHuii npuctpiii (IRB Screens), Bepcis Big 02 cepmus 2021 poky,
POCICBKOI0 MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 614 Bin 01.04.2021

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta JaTa

«PanmomizoBaHe, TMOABIWHE cIline, IUIAE00-KOHTPOIhOBAHE IOCHIKeHHs (a3 2 g OI[iHKH
edextuBHOCTI Ta 6e3neku SAR441344, monokIoHanbHOTO aHTUTINA A0 aHTaronicta CD40L, y mamieHTiB
3 PENUAMBYIOYHM po3cissHuM ckiepo3om», ACT16877, 3 mompaBkoto 01, Bepcis 1 Bim 20 TpaBHA
2021 poky

3asiBHUK, KpaiHa

TOB «Cano¢i-ABenric Ykpaina»

CrnoHcop, kpaina

sanofi-aventis recherche & developpement, France (Canodi-ABeHTic pemiepin e aeBenonMan, OpaHiris)

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHSA IBan 3AJIBOPHUX




Honatok 34

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

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi IarepaktuBauii «IlociOHuk ams mamientay», Bepcis 1.0 Big 23.07.2021p. ykpaincpkoro MoBo; Bykier
MOINpPaBKH «ITociOHuK mis mamieHTa», Bepeis 1.0 Big 22.07.2021p. ykpaiHChbKOIO MOBOIO; EneKTpoHHUHN IIOJICHHUK:
3BIT 3 ekpaHy. HaBuanbHuii MOIynb 13 KOPHCTYBaHHS MOPTAaTHUBHUM HpUCTpoeM, Bepcis 1.00 Bix
17 rpynus 2020p. ykpaiHCbKOIO Ta aHTIINHCHKOIO MOBaMmH; EJEKTpOHHUI MIONEHHUK: 3BIT 3 €KpaHy.
IacTpykuii Ta onutyBanbHuKH, Bepcis 1.00 Bixg 19 mumas 2021p. yKpaiHChKOIO Ta aHTIIIHCHKOI0 MOBAMU;
Crucnnii nmociOHuk s namnieHTiB. [lopratuBHuii npuctpiii, Bepcis 1 Big 23 nunua 2021p. ykpaiHChKOIO
MOBOIO; EJEKTpOHHMI HIOJCHHUK: 3BIT 3 eKpaHy. HaBuanbHe Bieo Al ydacHHKIB (HEOOOB’SI3KOBE),
Bepcis 1.00 Bix 16 TpaBus 2021p. ykpaiHCHKOIO Ta aHTJIiHCHKOI0 MOBaMH; EIeKTpoHHUH IOACHHUK: 3BIT 3
expany. lllomenHuk BumopoxHeHb kumiedHuka, Bepcis 1.00 Bim 19 mumas 2021p. ykpaiHCBKOIO Ta
aHTNHChKOI0 MOBaMHU; ENEeKTpOHHMI IIOACHHUK: 3BIT 3 eKpaHy. AHKeTa cTaHy 37o0poB’s EQ-5D-5L,
Bepcis 1.00 Bix 19 mumas 2021p. ykpaiHCBKOIO Ta aHTIIIHCHKO0 MOBaMHU; ENEKTpOHHUH NIOJCHHUK: 3BIT 3
expany. Beuipniii monennuk, Bepcis 1.00 Big 19 numus 2021p. ykpaiHCBKOIO Ta aHTIINHCHKOI0 MOBaMU;
Enextponnnii monennuk: 3BiT 3 ekpany. FACIT Illkana sromu (BapianT 4), Bepcis 1.00 Big 19 nunas
2021p. ykpaiHCBKOIO Ta aHIMIIMCbKOIO MOBaMM; EJIeKTpOHHUH IIOAEHHUK: 3BIT 3 eKkpaHy. [HCcTpykuii 10
CaMOCTIHOTO 3aITOBHEHHSI aHKETH M0 3alaIbHOMY 3axBopioBaHHIO kumeuHuka IBDQ, Bepcis 1.00 Bix
19 nunus 2021p. yKpaiHCHKOIO Ta aHINIIMCBKOIO MOBaMu; ENEKTpOHHMI LIOJEHHUK: 3BIT 3 €KpaHy.
HaranyBanus «AstraZeneca D5271C00001 Reminder Icon eCOA Handheld Screenshots», sepcist 1.00 Bin
19 nunus 2021p. yKpaiHCHKOIO Ta aHINIIMCBKOIO MOBaMu; ENEKTpOHHMI LIOJEHHUK: 3BIT 3 €KpaHy.
3aranbHe Bpa)XCHHsI MallleHTa 00 3MiHM Horo crany — XBopoba Kpona, Bepcis 1.00 Big 19 numnus
2021p. ykpaiHCbKOIO Ta AaHIJIIMCHKOIO MOBaMH; ENEKTpOHHMH IIOAEHHMK: 3BIT 3 €KpaHy. 3arajibHe
BpaKEHHsI MAallieHTa I0JI0 TSHKKOCTI cuMnToMiB — XBopoOa Kpona, Bepcis 1.00 Bix 19 nunus 2021p.
YKpalHChKOIO Ta aHIJINChKOIO MOBaMHu; EleKTpoHHMI MIOAEHHMK: 3BIT 3 eKpaHy. Bamie 310poB’s Ta
camonouyTTst SF-36v2, Bepcist 1.00 Bix 19 mumast 2021p. ykpaiHCHKOIO Ta aHTIIIHCHKOI MOBaMH




MPOJOBXKEHHS Ao1aTKa 34

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

Ne 1360 Big 10.06.2020

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«52-TKHEBE, 0araToleHTPOBE, PaHIOMI30BaHe, MOABINHE clline, MIanedo Ta aKTUBHO-KOHTPOJIbOBAaHE
nocmmkenns, Gasu 2b/3 B mapangensHux rpymnax i3 0e3mepepBHUM IEPEX0I0M MiX (ha3aMu, U OLIHKH
edeKkTUBHOCTI Ta Oe3neku bpasukymaly y mamieHTiB 3 XxBopoOow KpoHa Bij cepeaHbOro 10 BaXKKOTO
crynens aktuBHocTi (INTREPID Lead-In)», D5271C00001 (ITomepenniit kox 3150-301-008), mompaBka
4, Bepcis 5.0 Bix 24 motoro 2021 poky

3asBHUK, KpaiHa

TOB «ACTPA3SEHEKA YKPAIHA»

Cnoncop, kpaiHa

AstraZeneca AB, Sweden

CynyTtHi
Marepiaiau/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasnbHoro qupexkropa Jupexropary
(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX



Jonatok 35

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

3aTBEPKCHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

Bbpomrypa nocmigamka Kcranmi (Xtandi, Enzamyramin, ezalutamide), Bumamnas 12.2 Big 24 depBHs
2021 poky, aHTIHChKOIO MOBOK; Ykpaina, MK-3475-641, Indopmartis Ta 10KkyMeHT npo iHhOpMOBaHY
sroxy ans manieHTa, Bepeis 1.02 Big 10 ceprust 2021 p., ykpaiHCBKOIO Ta pOCIHCHKOI0 MOBaMH

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUNIPOOYBaHHS

Ne 833 Bin 28.04.2021

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PanmomizoBane, mojasiiiHe cmirne mociimpkenHs I da3um nmemOpomizymady (MK-3475) y xombinamii 3
€H3aJyTaMiZIOM TMOPIBHSHO 3 €H3alyTaMigoM 3 IJanebo y yJacHHKIB 3 METAaCTaTUYHUM KacTpalliiiHo-
pe3ucTteHTHUM pakoMm rnepeamixypoBoi 3ano3u  (MCRPC) (KEYNOTE-641)», MK-3475-641, 3
iHKOpropoBaHoto nonpaskoro 05 Bix 14 tpaBus 2021 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 0OMexeHoro BianopiganbHicTi0 «MCJl Ykpaina»

CrnoHcop, kpaina

«Mepxk Hlapn ena Joym Kopm.», nouipue mianpuemctso «Mepk enn Ko., [ak.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTtepiaiu/mpenaparu
CYMYTHBOI Tepamii

B.o. renepasibnoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Jonatok 36
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIKapPChKHUX 3aC00iB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

Inentudikaris cyrTeBoi
MOTIPaBKH

30UIBIICHHS] 3aIUTAHOBAHOI KUIBKOCT1 JOCHIJDKYBAaHUX [UJIi BKJIIOUCHHS y KIIIHIYHE BHUIPOOYBaHHS B
VYkpaini i3 50 no 60; JdonaBanns BO41843, KepiBuuurBo a1 mamieHTa, Bepcis 1.0, Big 23 motoro
2021 poky yKpaiHCBKOIO Ta POCIHICHKOIO MOBaMH

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 310 Bix 23.02.2021

Ha3ssa xminiuynoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«PannomizoBaHe mojBiliHE ciine muane0o-KOHTPOJIbLOBaHe OaratoleHTpoBe mociimkeHHs ¢aszu I mis
omiHKM edekTuBHOCTI Ta Oe3meunocti GDC-9545 y komOiHamii 3 mamOOIUKIIOOM TOPIBHSHO 3
KOMOIHAIlI€0 JIETPO30dy Ta MajaOonUKIiOy y TAaIll€eHTIB 3 eCTpOreH-perentop-no3utuBHuM, HER2-
HETaTUBHUM MICIEBOIIOIIUPEHUM YU METACTATUYHUM PAaKOM MOJIOUHOI 3ano3u», BO41843, Bepcis 2 Big
08 moToro 2021 p.

3asBHUK, KpaiHa

ToBapucTBo 3 00MexeHO0 BiAnoBiAainbHICTIO «Pomr Ykpainay

Crnoncop, kpaina

®.Xopdpmann-JIa Pour JIta, HIseituapis

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasibnoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Honatox 37

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

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

InenTudikanis cyrreBoi
HOTIPaBKU

OHOBIIEHI PO3LIH JOChE JTOCIIKYBAHOTO JIIKapchKoro 3aco0y dhenedpyTunio (S.2.2, S.2.3, S.2.4, S.2.6,
S.3.2,S4.1,S42,S43,S44,S.45,8S.5,S8.7.1, S.7.3, P.3.1, P.5.2, P.5.3, P.8.1, P.8.3) Ta reHepuune
mwiane6o no Geredpyrunidy (P.3.1, P.8.1, P.8.3) Big mumus 2021 p.

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUNPOOYBaHHS

Ne 2554 Bin 09.11.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«BATATOILIEHTPOBE PAHJIOMISOBAHE IIOJBIMHE CJIIIE JOCIIDKEHHS ®A3U 11 Y
ITAPAJIEJIbBHUX TPYIIAX 3 TIOJBIMHUM KOHTPOJIEM IUIALIEBO JJI OIIHKH
E®EKTUBHOCTI TA BE3IIEYHOCTI ®EHEBPYTHHIBY TIOPIBHAHO 3 OKPEJII3YMABOM VY
JOPOCJIMX MAHIEHTIB 3 TIEPBUHHUM ITPOI'PECYIOUMM PO3CIIHUM CKJIEPO30My,
GN41791, Bepcis 3 Bin 09 Bepecus 2020 p.

3asiBHUK, KpaiHa

ToBapucTso 3 0OMexxeHo0 BianoBiAanbpHICTIO «Pour Ykpaina»

CrnoHcop, kpaina

®.Xopdpmann-JIs Pour JIta, [seiuapis

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

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




Jonatok 38

70 Haka3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

Bpomrypa mocmimHuka, nociimkyBaHoro Jikapchkoro 3aco0y PRN1008/ SAR444671 - PumszabpyTtunio,
BumanHs 12 Big 14 depBHs 2021 poky, aHTIIKACBKOIO MOBOI; YTOYHEHHS HAa3BH JOCIHIIKYBAaHOTO
nikapcekoro 3acody PRN1008 (pun3abpyruni0), y 3B 53Ky 3 10JJaBaHHSIM OHOBIIeHOT Ha3BU SAR444671

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 230 Bin 30.01.2019

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PanmomizoBaHe, TOJBIMHE ClIille, IUIAre00-KOHTPOJILOBAaHE, 0AaraTOICHTPOBE JAOCTIDKEHHS IS OI[IHKH
edeKTUBHOCTI Ta Oe3lneyHocTi mepopalbHOro iHriditopa THpo3uHkiHasu bpyrona (TKB) -
Punzabpyruniba (PRN1008) mis smikyBaHHS memdirycy momipHoro Ta Tshkkoro crymenHs», PRN1008-
012, Bepcis 06 Bix 06 TpaBHs 2021 poky

3asiBHUK, KpaiHa

TOB «IIpem’ep Pecepu Ykpaina»

CrnoHcop, kpaina

Principia Biopharma Inc., CIIIA

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary

(dapmManeBTHYHOTO 3a0€e3NMeYeHHS

IBan 3AZIBOPHUX




Jonatox 39

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

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

Inentudikaris cyrTeBoi
MOTIPaBKH

bpomypa nmocmimnuka mis Pantoprazole (PF-05208751), Bepcis 4.0 Big yepBHs 2021 poky; dopma
iHpopMOBaHOi 3roAM Ha yd4acThb y HAayKOBOMY JOCIi/DKEHHI aisi 6arbkiB», Bepcis 3.0 Bim 09 cepmus
2021 poky, YKpaiHCBKOIO Ta POCIIICHKOI0 MOBaMH

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2243 Bin 05.10.2020

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«BigkpuTe 0araToneHTPOBE MOCTIPKCHHS 3 OMIHKA (PapMaKOKIHETHKH OJWHOYHHMX Ta Oararopa3zoBUX
BHYTPIIIHPOBEHHUX [103 IAHTOINPA30Jy y JBOX BIKOBHUX KOTOpTax TOCHITAli30BaHUX IeIiaTPUIHUX
namieHTiB Big 1 g0 16 pokiB, 1m0 € KaHAWAATaMu A KUCIOTOCylpecuBHOi Tepamii», B1791089, 3
nonpaskoo 3, Bepcid it YKpainu Bif 16 ciunsg 2020 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Crnoncop, kpaina

«Paifzep Iuk.», CILIA / Pfizer Inc., USA

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0€e3NMeYCHHS Isan 3AZIBOPHHUX




Jonatox 40

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

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

[ndopmarniitnuii aucrok mamienta i Gpopma iHPOpMoBaHOi 3roau it YKpainu, Bepcis 4.1 Bix 30 nunas
2021 poky yKpaiHCBKOIO Ta POCIHICEKOI0 MOBaMHU

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 727 Bix 04.04.2019

Ha3ssa xminiuynoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«bararorieHTpoBe, paHaAOMi30BaHe, MOBiiHE ciiime, Mmianedo-KOHTPOIbOBaHE JOCTiKEeHHS (azu 2b y
napajeIbHUX Tpynax JJIsl OLIHKK ePeKTHBHOCTI, OE3MEYHOCT] Ta IEPEHOCUMOCTI IIEHEPUMO/Ty Y MAIIEHTIB
13 cucreMHUM dYepBoHUM BoB4yakoMm (CUB) Bim moMmipHOro 10 BHCOKOTO CTYHEHS aKTUBHOCTI», ID-
064A202, dpinanpua Bepcis 4 Bix 02 rpyaas 2020 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «D®APMACBIOTIKAJI PICEPY

ACCOVIIMENUTC YKPATHA» (TOB «DPA YKPATHA»)

Crnoncop, kpaina

Idorsia Pharmaceuticals Ltd /Inopcis ®apmacerorikan3s JIta, [lBeiinapis

CynyTHi
MaTtepiaiu/mpenaparu
CYMYTHBOI Tepamii

B.o. renepasibuoro aupexkropa /[upekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Honatok 41

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

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

MK8835-059 mepeknaa TEKCTOBOTO CYMPOBOIY A0 BiICOPOIMKY IS TAIIEHTA, YKPATHCHKOI MOBOO IS
VYkpainu, Bepcis «Patient Video Script Ukrainian-UA»; MK8835-059 mnepeknaa TEKCTOBOTO CYIPOBOIY
710 BiJICOPOJIUKY JUIS TAlli€HTa, POCIHCHKOI MOBOI JUIs YKpainu, Bepcis «Patient Video Script_Russian-
UA»; MKS8835-059 Bineoponuk ansi TAaIi€eHTIB, YKpPaiHCBKOIO MOBOIO Juis YKpaiHu, Bepcis
«MSD_MKZ&8835-059 Vertis  Pediatric  Patient Video V1 Ukrainian-UA.mp4»;  MKS8835-
059 Bingeoposuk i MAIi€HTIB, POCIHCHKOI MOBOIO i YKpainu, Bepcis «MSD MKS8835-059 Vertis
Pediatric Patient Video V1 _ Russian-UA.mp4»; MK-8835-059 Ertukerku ans XypHalny peectparii
BMICTY IJIFOKO3U B KpOBI — iHTeHcuikamis (MMoib/in), Bepeis 1 Big 19 Gepesns 2021 p., nias Ykpainu,
ykpaincpkoro MoBoro; MK-8835-059 Etukerku [uis >KypHaly peecTparii BMICTY TUIFOKO3H B KpOBI —
iHTeHcudikauis (Mmons/n), Bepcist 1 Big 19 Gepesns 2021 p., ans Ykpainu, pociiCbKOI0 MOBOIO

Howmep ta nara Hakasy
MO3 110110 3aTBEpIHKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 2372 Bin 04.12.2019

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararoneHTpoBe, MOABINHE Cline, paHA0Mi30BaHe, TIale00-KOHTPOIbOBaHEe KiliHIuHEe AociimkeHHs 11
dba3u s oninku Oe3neku Ta epekruBHOCTI Epryrmidnosiny (MK-8835/PF-04971729) y aiteit, BikoM Bix
10 no 17 pokiB BKJIIOYHO, XBOPUX Ha IyKpoBHiH niaber 2 Ttumy», MK-8835-059, 3 iHKopnopoBaHOO
nonpaBkoro 01 Bix 11 yepBHs 2020 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiganpHicTIO «MCJ Ykpaina»

Crnoncop, kpaina

«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 3AZIBOPHHUX




Jonatok 42

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

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

301IbIIEeHHS KUTBKOCTI MAli€HTIB, SKi MPUUMATUMYTh Y4acTh y KIIHIYHOMY JOCTIDKEHHI B YKpaiHi 3 162
no 166 oci6; 3mina HaiiMmeHyBaHHs 3asBHMKa B Ykpaini 3 TOB «KOBAHC KJIIHIKAJI
JIEBEJIOIIMEHT YKPAIHA» na TOB «JIABKOPII KJIIHIKAJI JIEBEJIOIIMEHT YKPAIHA»

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 893 Bin 15.04.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«[ToxBiitHe ciine, paHIOMI30BaHE MOJIOBKEHE JOCIIKEHHS JIJIsl OI[IHKH JIOBIOCTPOKOBOI €(PEKTUBHOCTI 1
0e3Me"HOCT] Ipernapary JiH3arojiIike y MamieHTokK 3 001eM, OB’ sI3aHuM 3 eHoMeTpiozom», 19-OBE2109-
006, Bepcis 2.0 Bix 25 cepmast 2020 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 06MekeHOI0 BifnosiganbHicTIO «JIABKOPIT KJIIHIKAJI JEBEJIOTIMEHT YKPAIHA»

CrnoHcop, kpaina

Oo6cEBa CA (ObsEva S.A.), llgeiimapist

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary

(dapmManeBTHYHOTO 3a0€e3NMeYeHHS

IBan 3AZIBOPHUX




Jonatok 43

70 Haka3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

3MiHa BIAMOBITAIBFHOTO JOCIITHUKA Y MICIi POBEICHHS BUITPOOYBaHHS !
byno Craio

a.M.H. Konecnik O.0. k.M.H. Ocranenko 10.B.

HamionaneHuii  iHCTUTYT paky, BigauieHHs | HamioHanbHUN — 1HCTUTYT  pakKy, BiATiJICHHS
MaJIOIHBa3MBHOI Ta E€HJOCKOIYHOI Xipyprii, | MaJIOiHBa3UBHOI Ta EHAOCKOIMIYHOI Xipyprii,
IHTEepBEHIIHOI pagionorii, M. Kuis IHTEepBEHIIHOI pasiosorii, M. Kuis

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBAHHS

Ne 466 Bin 13.03.2018

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

PannomizoBane monsiitHe cmine pociimkeHds Il ¢as3u, mopiBHsHHA KoMmOiHaIii meMOposizymaldy Ta
iminiMymaly 3 KoMOiHaliero memMOposnizymMaldy Ta mianebo Yy paHillle HENIKOBAaHMX TMAlli€HTIB 3
METAaCTaTHYHUM HEAPIOHOKIITHHHUM pakoM JereHb 4 craxaii 3 PD-L1-nosutuBaumu myxmuaamu (TPS >
50%)(KEYNOTE-598), MK-3475-598, 3 inkopriopoBaHoto nonpaskoro 06 Bix 11 rpyans 2020 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 0OMexeHoro BianosinanbHicTiO «MCJl Ykpaina»

Crnoncop, kpaina

«Mepk apn Exn Joym Kopr.», nouipue mianpuemctBo «Mepk Enn Ko., Ink.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIIIA

CynyTHi
Mmarepianu/mpenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro aupexkropa Jlupekropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




Honartok 44
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta
3aTBEPKCHHS CYTTEBHX ITOTPABOK)

15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

Omnosnena bpomypa [ocmigauka, mepopanbHuii cemarmytun, npoekt NN9924, nmiaGer 2-ro Tumy,
BuganHs 13, ¢inansha Bepceis 1.0 Big 12 mumas 2021 poky, anrmiiiicekoro Mmoot (Investigator's Brochure
Oral Semaglutide; Project: NN9924; Type 2 Diabetes; Edition 13; Final version 1.0; dated 12 July 2021)

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2107 Big 17.10.2019
Ne 2006 Big 02.10.2019
Ne 2777 Bin 02.12.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PIONEER 11, mixkperionanbHe kiiHiuHe qociikenns s Kuraro: EQektuBHicTh Ta 6e3neka npuitomy
MEepPOPaAIbHOTO CEMAarIyTUAY y MOPIBHIHHI 3 IUIanedo y MalieHTiB 3 1iabeToM 2-To TUMY, K1 JIKYIOThCS
BUKITIOYHO Ai€Tor0 Ta (hismunumu BrpaBamm», NN9924-4338, ocrarouna Bepcis 4.0 Bix 15 ciunsg 2019 p.;
«JlocmiJKeHHsT BIUIMBY CEMariyTHIy Ha CEpLEeBO-CYyJUHHI YCKIaJHEHHS Y HAlli€HTIB 3 I[YKPOBUM
niabetom 2-to tumy (SOUL)», EX9924-4473, ¢inanbna Bepcis 3.0, Big 17 mucromama 2020 p.;
«EdexTuBHICTh Ta Oe3neka NMpuiloMy mepopajbHOrO CeMariayTUAy Yy MOPIBHSHHI 3 IU1anebo y JiTed Ta
MIJUTITKIB 3 LIYKPOBUM J1a0eToM 2-ro THIMY, Kl JIKYIOThCS MeT(GopMiHOM Ta/ab0 0a3aabHUM IHCYIIHOM»,
NN9924-4437, dpinansHa Bepcis 1.0 Big 20 TpaBHs 2020 poky.

3asBHUK, KpaiHa

TOB «HoBo Hopaick Ykpaina»

Crnoncop, kpaina

Novo Nordisk A/S, Denmark

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JonaTtok 45

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

BKITt0YeHHS JOAATKOBOTO MICIIsl POBEJCHHS BUNPOOYBAHHS .

Ne I1.1.B. BiAmIOBigaJIBHOTO JOCHITHUAKA
n/n HasBa micus npoBeieHHs KITiHIYHOTO BUIPOOYBaHHS
1 K.M.H. ['omo6opobko O.0.

KomyHanbHe HekoMepliiiHe MiJNPUEMCTBO «3aropi3bKUil perioHaJIbHUM MPOTUITYXJIMHHUH
HeHTp» 3amopi3bkoi 00JacHOT pajy, OHKOXIMIOTEpaneBTHYHE BIAJMIICHHA 3 JIEHHUM
CTaI[IOHApOM, M. 3aIOPIAOKS

Howmep ta nara Hakasy
MO3 110110 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 422 Bix 10.03.2021

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta qaTa

«PRESERVE 1: ®aza 3, pannomizoBaHe, MOABiHE ciine MOCTiIKEHHS TPUIANUKIIOy y MOpPIBHSIHHI 3
ranebo y Mami€eHTiB, SKi OTpUMYIOTH Tepamito i3 3actocyBaHHsIM FOLFOXIRI/GeBanm3ymaldy st
JIKyBaHHS METaCTaTUYHOTO KOJIOpeKTalbHOTrO paky», G1T28-207, Bepcist 2.0 Big 11 ciuns 2021 poky

3asiBHUK, KpaiHa

IianpuemcTso 3 100% ino3emuo0 inBecTHIie0 «AMK’TOBIA PJIC Ykpaina»

CrnoHcop, kpaina

G1 Therapeutics, Inc., United States

CynyTHi
MaTtepiaiu/mpenaparu
CYIyTHBOI Tepamii

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




Jonatok 46

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

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

TAK-935-3001 dopma indopmoBaHOi 3roau HoTisAada Uil JOPOCIOro TAaIlieHTa Ha y4acTh ¥y
JOCIIJDKEHHI U1 YKpaiHu, aHrmichkoro MoBoro, Bepcis 1.1 Bim 29 mumas 2021 p.; TAK-935-3001
dopma iHPOPMOBAHOT 3rOAM IOTIsSAaYA I JOPOCIOTo MAIliEHTa HAa Y9acTh Y JOCHIDKEHHI A YKpaiHu,
ykpaiHcbkoro MoBoto, Bepcis 1.1 Big 29 mumus 2021 p.; TAK-935-3001 dopma indgopmoBaHoi 3roau
Jorisaada i TOpOoCaoro MalieHTa Ha Y9acTh Y JOCITIDKeHHI U1l YKpaiHu, poCiiiChKOI0 MOBOIO, BepCis
1.1 Bixg 29 numnusa 2021 p.; 3pa3zok iHbopMariii, o Oyae BuAaHa Mali€eHTy Ha edeKkTpoHHOMY Hocii eCOA
«EQ-5D-5L PDA version, AHkeTa cTany 310poB’s», [lepexnan Ha yKpaiHCbKY MOBY aJsi YKpaiHu, Bepcist
1.00 Bix 23 wepBHs 2021p.; 3pa3ok indopmarii, o Oyae BuaHa MaieHTy Ha enekTpoHHoMy Hocii eCOA
«EQ-5D-5L PDA version, OnuTyBaJIbHUK PO CTaH 3/10pOB’s1», Bepcis pociiicbkoro MOBOIO [t Y KpaiHu,
Bepcis 1.00 Bix 23 wepBusa 2021p.; 3pa3ok iHdopmartii, 1o Oye BUAaHa NAIIEHTY Ha €EKTPOHHOMY HOCIT
eCOA «C-SSRS Buxinni gani miTeit/Bindip», ykpaiHCbkor MOBO¥0, Bepcis 1.00 Bix 27 mumas 2021p.;
3pa3ok iHpopmamii, mo Oyne BuAaHa mnauieHTy Ha enekTpoHHoMmy Hocii eCOA «OriHka BHXITHOTO
cTaHy/CKpuHIHT niTed 3a mkanoo C-SSRS», pociiicbkoro moBoto, Bepcis 1.00 Bix 15 uepBusa 2021p.;
3pa3ok iHpopmarlii, 1o Oy/Je BUgaHa namieHTy Ha enekTpoHHOMY Hocii €COA «C-SSRS Jliteit 3 MOMeHTY
OCTaHHBOTO BI3UTY», YKpaiHChbKOIO MoBor0, Bepcist 1.00 Bix 27 nmunus 2021p.; 3pa3ok iHpopmarlii, 1110
Oyzne BuaaHa maiieHTy Ha enekTpoHHoMy Hocii eCOA «Ominka 3a mkanoo C-SSRS 3 MomeHTy
OCTaHHBOTO BI3UTY AMTUHM», pociiicbkoro MoBoto, Bepcis 1.00 Bix 15 yepBHs 2021p.; 3pa3ok iHpopMariii,
mo Oyne BuJaHa mallieHTy Ha enekTpoHHoMy Hocii eCOA «HaBuanbHuil MOIynb 13 KOPHUCTYyBaHHS
MOPTAaTUBHUM IMPUCTPOEM», YKpaiHChKOI MoBoOto, Bepcis 1.00 Bix 17 rpynus 2020p.; 3pa3ok iHpopMmarii,
mo Oyzae BuAaHa mnarieHTy Ha enektpoHHoMmy Hocli eCOA «HaBuanpHuéi MOAyns 1O poOOTI 3
MOPTATUBHUM TNIPUCTPOEMY, pociiichkoro MoBoto, Bepeis 1.00 Bix 11 rpyans 2020p.; 3pa3ok iHpopmarii,
o Oyzme BuAaHa marieHTy Ha enekTpoHHOMY Hocli €COA «OnuTyBaIbHUK MO0 SKOCTI KHUTTS: OIlIHKA
iHBaiAM3aIii», yKpaiHchko MoBoto, Bepcist 1.00 Big 04 cepmus 2021p.; 3pa3ok iHdopmarii, mo Oyzae
BHUJaHA mMalieHTy Ha enekTpoHHoMYy Hocili eCOA «OnuTyBaJIbHUK ISl OLIHKH SIKOCTI KUTTS TpU
oOMeKeHHI JII€3TaTHOCTI», pociiichkoto MOBOIO, Bepcis 1.00 Bix 27 mumast 202 1p.; 3pa3ok iHdopmartii, 1o




2 MPOJOBXKEHHS 10/1aTKa 46

Oyne BuaHa namieHTy Ha enekTpoHnHoMy Hocli eCOA «OnutyBansHuk CareGI-1 muist 3acTocyBaHHS Micis

BUXIJHOTO PiBHS», YKpaiHChKOI MOBOIO, Bepcist 1.00 Bix 04 cepmas 2021p.; 3pa3ok indopmaitii, 1o Oyae
BHJIaHA MaIiedTy Ha eiaekTpoHHoMy Hocii eCOA «Ominka 3a mkanoro CareGIl-1 micis BuXigHOTO piBHS,
pociiicekoro MoBoO», Bepcist 1.00 Bix 27 mumas 2021p.; 3pa3ok indopmartii, mo Oyae BUaHa NaIiEHTy HA
enexktpoHHoMy Hocii eCOA «lllkana CGI-I moa0 iHTEHCHUBHOCTI Ta TPUBAIOCTI CMUICHTHYHUX HAIaJliB
IICJIS BUXITHOTO PIBHS», YKpaiHChKOI0 MOBOO, Bepcist 1.00 Bix 04 ceprus 2021p.; 3pa3ok iHdopMmartii, 1o
Oyne BujaHa mnamieHTy Ha enekTpoHHoMy Hocli €COA «OriHka iHTEHCUBHOCTI 1 TPUBAJIOCTI CYyJJOMHOTO
Hamaxy micns BuXigHOTO piBHA 3a mkaioio CGI-I», pocilicekoro MoBoto, Bepcis 1.00 Bixg 27 numHA
2021p.; 3pa3ok indopmariii, mo Oyae BUIaHA MalieHTy Ha enekTpoHHOMY Hocii eCOA «IHdopmaris mpo
3aCTOCYBAHHS IMperapary MpH Bi3UTI B KIIHIKY», YKpaiHCbKOI0 MOBOIO, Bepcis 1.00 Big 04 cepmas 2021p.;
3pa3ok iHdopmarii, mo Oyae BugaHa naiieHty Ha eixektpoHHoMy Hocii eCOA «lHdopmartis nmpo npuitom
npernapariB B XO/i BI3WTIB B paMKax KJIIHIYHOTO JOCIIIPKEHHS», pOCIHChKOI0 MOBOIO, Bepcis 1.00 Binx
27 munns 2021p.; 3pa3ok indopmaiiii, o Oyne BugaHa namieHty Ha enektpoHHoMy Hocli eCOA «Takeda
TAK-935-3001 Reminder Icon eCOA Handheld Screenshots», ykpaincekoro moBotro, Bepcis 1.00 Bix
04 cepmus 2021p.; 3pa3ok iHdopmamii, mo Oyde BuAaHa NallieHTy Ha enekTpoHHoMmy Hocii eCOA
«Takeda TAK-935-3001 Reminder Icon eCOA Handheld Screenshots», pociiicbkoro MoBoto, Bepcist 1.00
Bix 27 nmumus 2021p.; 3pazok indopmarii, mo Oyne BUJaHa MalieHTy Ha elekTpoHHoMY Hocii eCOA
«IlloneHHHK peecTpalrii 3aCTOCYBaHHS TpernapariB HEBIIKIAIHOI Teparii», YKpaiHCbKOK MOBOIO, BEpPCis
1.00 Big 04 cepmns 2021p.; 3pa3ok iH(opMmariii, o Oyae BUJaHa NAIlEHTy Ha eneKTpoHHoMY Hocii eCOA
«Illonennuk npuitomMy mpernapaTiB HEBIIKIAIHOT TEparii», pociiicbkoro MOBOIO, Bepcist 1.00 Bix 27 nurmHs
2021p.; 3pa3zok iHdopmarii, mo Oyne BuIaHa mHalieHTy Ha enekTpoHHoMy Hocii eCOA «llloxpeHHuk
eNJIENTUYHUX HaIaliB», YKpaiHChKOI MoBOMO, Bepcis 1.00 Bix 04 ceprinst 202 1p.; 3pa3zok iHpopmaiiii, 1m0
Oyne BuaaHa maiieHTy Ha enekTpoHHOMY Hocii eCOA «lllogeHHUK CyIOMHUX HamamiB», POCIHCHKOIO
MoBoto, Bepcis 1.00 Bim 27 mumas 2021p.; 3pa3zok iHdopmarii, mo Oyae BUAaHA MAIlEHTy Ha
enektpoHHOMy Hocli eCOA «lllogeHHUK peecTpanii 3acTOCyBaHHS JOCIIIPKYBAHOTO IIpernapaTy»,
yKpaiHcbKoro MoBoto, Bepcis 1.00 Big 04 cepnusa 2021p.; 3pa3zok iHpopmallii, mo Oyae BUAaHa MAIiEHTy
Ha enekTpoHHOMY HOCIi €COA «lllomeHHnK mpuitoMy IOCHTIIKYBaHOTO MperapaTy», pOoCiiiChbKOI0 MOBOIO,
Bepcid 1.00 Big 27 nmumus 202 1p.

Howmep ta nata Hakazy Ne 1773 Big 20.08.2021
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS




3 MPOJIOBXKEHHS ToaaTka 46

HazsBa xiriniyHOrO «baratouieHTpoBe, paHIOMI30OBaHE, TMOJABIHHE cIine, IIare00-KOHTPOJIbOBAHE  JOCIHIDKEHHS B

BUIIPOOYBaHHs, KO/, napajeIbHUX Tpynax ISl OLUIHKK eQeKTHBHOCTI, Oe3neuHocTi Ta nepeHocumocti CoTiKIIecTaTy B SKOCTI

Bepcis Ta gaTta JIOJIaTKOBOI Teparlii y marie€HTiB JUTAY0r0 Ta MOJI010T0 BiKy 13 cunapomoM Jpase (ClI)», TAK-935-3001,
iHiianpHa Bepcis Big 23 6epesns 2021 poky

3asiBHUK, KpaiHa ToBapuctBo 3 OOmexenoro BinmosimanshicTio «KonTpakTHO-/lochinnunpeka Opranizaimis InHO(apm-
Ykpaina»

CrnoHcop, kpaiHa Takena /leenonment Cenrep Amepikac, Ink. (TAC Awmepikac) (Takeda Development Center Americas,
Inc.(TDC Americas))

CynyTtHi —

Marepiaiau/mpenapaTu

CYNYTHBOI Tepamii

B.o. renepasbHoro nupexkropa Jlupekropary
dapmaneBTHYHOIO 3a0e3MeYeHHs IBan 3AZIBOPHUX




Honatok 47

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

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

BxitoueHHs JOAaTKOBUX MICITb IPOBEJICHHS BUIPOOYBAHHS

Ne I1.1.B. BiAmIOBigaJIBHOTO JOCHITHUAKA
n/n HasBa micus npoBeieHHs KITiHIYHOTO BUIPOOYBaHHS
1 K.M.H. [lenucos €.M.

KomyHnaneHe HekomepliliHe mignpueMcTBo «OOiacHa KIIiHIYHA T[CUXiaTpU4yHA JiKapHS
KipoBorpancekoi o0macHoi paam», IICHXOHEBPOJIOTIYHE AWCHAHCEpHE BimmaiuieHHs, cMT Hoge,
M. KponuBHuiipkuit

2 K.M.H. briaxxesuu HO.A.

Komynansue Hexomepitiiine nianpuemcto «Kniniuna mikapas «[ICUXIATPIS BukonaB4yoro
oprany KwuiBcbkoi wmichkoi pamu (KuiBcbkoi MIChKOi JepaBHOI aaMIHICTpallii), LEHTP
MEPBUHHOIO MCUXOTHUYHOTO €Mi30/1y Ta Cy4aCHUX METOJIIB JiKyBaHHs, M. KuiB

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

Ne 2674 Bin 18.11.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«[loxBiiiHe cmine, paHAOMI30BaHE JOCHKEHHS Yy TNapajeNbHUX Tpynax, IO MPOBOJUTHCS 13
3aCTOCYBaHHSAM KBETIialliHy MPOJIOHIOBAHOI Aii SK Mpenapary MOPIBHSIHHSA, JAJIS OLIHKUA €(eKTUBHOCTI Ta
0€3MeYHOCT]1 CeNTOpeKcaHTy B 1031 20 Mr K J10aTKOBOI Teparii /10 JIIKyBaHHS aHTUAENpPECaHTaMH B
JOPOCJIMX TMAIl€HTIB 1 MAall€HTIB JITHHOTO BIKY 3 BEJIMKHUM JICIPECUBHUM pPO3JIJ0M 13 CHUMOTOMaMH
Oe3coHHs, y AKUX Oyna BIACYTHS aJeKBaTHAa BIAMOBiAb Ha Tepamilo aHTHACTPECAHTAMN,
42847922MDD3005, 3 inkopniopoBaHoto nonpaskoro 3 Bijg 13 ciuns 2021 poky

3asBHUK, KpaiHa

IianpuemcTso 3 100% iHo3emuo0 iHBecTHIiEI0 AWK IOBIA PJIC Ykpaina»




MPOJOBKEHHS 10JaTKa 47

Cnoncop, kpaiHa

Janssen Pharmaceutica NV, Belgium

CynytHi
Marepiaiau/mpenaparu
CYIyTHBOI Teparii

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

Isan 3AZIBOPHUX



JonaTok 48
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

301IbIIEeHHST KUTBKOCTI JOCHIIKyBaHUX B YKpaiHi BiJl momepeaHbo 3arutanoBaHoi 3 153 mo 175 oci0;
MTOJOBXKEHHS TPUBAJIOCTI KJIIHIYHOTO BUIPOOYBaHHS B YKpaiHi 10 31 rpynns 2022 poky

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 38 Bix 11.01.2020

Ha3ssa xminiuynoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«PannomizoBaHe, TmTOJBiiHE cIiine, IUIae00-KOHTPOJIbOBAaHE, OaraToOIEHTPOBE JOCIHIIKEHHS, IO
MPOBOJIUTHCS B MapajelbHUX I'PYIMax, i3 3aCTOCYBaHHAM (DIKCOBAHHMX 103 JJIS OIIHKH €(QEeKTHBHOCTI Ta
6e3neunocTi npenapaty SEP-363856 y maiieHTiB i3 MU30(pPEHI€I0 Y TOCTPOMY MCUXOTUYHOMY €301,
SEP361-302, Bepcis 3.00 3 iHKOpIIOpoBaHOIO CyTTEBOIO monpaBkoro 2.00 Bix 26 ciuns 2021 poky

3asiBHUK, KpaiHa

[MTignpuemctBo 3 100% 1HO3EMHOIO IHBECTHUIIIEIO «AVK’IOBIA PJIC Ykpaina»

Crnoncop, kpaina

«Cynosion @apmaceroTikaic [Hk.» (Sunovion Pharmaceuticals Inc.), CIIIA

CynyTHi
MaTtepiaiu/mpenaparu
CYMYTHBOI Tepamii

B.o. renepasibuoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Jonarok 49
10 Haka3y MiHicTepcTBa OXOPOHU 30POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

Iacrpykuis 3 nosyBanns, Bepcis 3.0 Bix 09 uwepBust 2021 poky, ykpaiHChbKOIO MOBOI; KepiBHMLTBO 3
no3yBanHs, Bepcisa 3.0 Big 09 uepBHsa 2021 poky, pociiicbKOI0 MOBOIO; JIOBITHUK MpO KJIiHIYHE HAYKOBE
nocmikenns, Bepcis 3.0 Big 09 uyepBHsa 2021poky, ykpaiHChKOIO MOBOIO; KepiBHUIITBO MpO KIIiHIYHE
nociimkenns, Bepeist 3.0 Bix 09 yepBusa 2021 poky, pociiickkoro MOBOIO; JIOBIIHUK Bi3uTiB, Bepcis 3.0 Bix
09 gepBust 2021 poky, ykpaiHChKOIO MOBOI0; KepiBHUIITBO 1o Bi3uTax, Bepcis 3.0 Bim 09 uepBHS
2021 poky, pociiicekoro MoBo1O; [lepenik 3axoiB, nepeAdayeHuX MiJl 4ac KOXKHOTO BI3UTY JAOCIIIKEHHS,
Bepeia 3.0 Bix 09 wepBus 2021 poky, ykpaiHChKOIO MOBOIO; PexoMeHnparii mojo aiii mig gac KOKHOTO
BI3UTY B Mexax aocmixkenss, Bepcis 3.0 Big 09 uepBus 2021 poky, pociiicbkor MOBOIO; [HCTpyKIIis
moao jgociikeHHs, Bepcis 4.0 Bix 14 mumast 2021 poky, yKpaiHCBKOIO MOBOIO; KepiBHUITBO OO
nocuimkenns, Bepeist 4.0 Big 04 ceprast 2021 poky, pociiicbkor MOBOIO

Howmep ta nara Hakasy
MO3 110110 3aTBEpIHKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 2487 Bin 17.12.2019

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PROCLAIM: PangomizoBane, miuaned0-KOHTPOJIbOBaHE, MOJBIMHO ciine AociikeHHs 3 dasu ans
OI[IHKM POMIIUIOCTUMY TIPH JIIKYBaHHI BUKJIMKAHOI XIMIOTEpari€r0 TPOMOOIUTONEHIT y MaIli€HTIB, STKUM
IIPOBOJIATh XIMIOTEparito sl JIIKYBaHHS HEIPIOHOKIITUHHOTO pPaKy JIereHb, PaKy S€UHUKIB a00 paky
MOJIOYHOT 3a51031», 20170770, iHkopriopoBanuii nomnpaskoto 7 Big 08 yepBHsa 2020 poky

3asiBHUK, KpaiHa

IianpuemcTso 3 100% ino3emuo0 inBecTHIie0 «AMK TOBIA PJIC Ykpaina»

Crnoncop, kpaina

«AmxeH [Hk.» (Amgen Inc.), CIHA

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Jonarox 50

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta
3aTBEPKCHHS CYTTEBHX ITOTPABOK)

15.09.2021 Ne 1966
InenTudikamis cyrreBoi BKITt0YeHHS JOAATKOBOTO MICIIsl POBEJCHHS BUNPOOYBAHHS .
MTOIIPaBKH Ne I1.1.b. BiAmOBIAAILHOTO JOCHIIHUKA
n/n HasBa micus npoBeieHHs KITiHIYHOTO BUIPOOYBaHHS

1. | 3aB. Big. [laciuna M.O.
KomyHanbHe HekoMmepuiliHe MeaAnYHEe MianpueMcTBO «KpeMeHuyIpKa mepia MichbKa JIiKapHs
iMm. O.T. boraescpkoroy, TepaneBruune BiaginenHs Ne2, m. Kpemenuyk

Howmep ta nara Hakasy
MO3 11010 3aTBEPIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 516 Bix 22.03.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBaHe, MOABIWHE Cline, MIAae00-KOHTPOILOBAaHE S2-THXKHEBE JOCIIHKEHHS IS OI[iHIOBaHHS
e(eKTUBHOCTI Ta OE3MEYHOCTI 3aCTOCYBAHHS €TPACcIMO/ly B MAIlI€EHTIB 13 aKTUBHUM BUPA3KOBUM KOJIITOM
MOMIPHOTO CTyNeHs TshKKocTi», APD334-210, Bepcis 0.0 Bia 20 nmunnHs 2020 poky

3asBHUK, KpaiHa

IianpuemcTso 3 100% ino3emuo0 inBecTHIie0 «AMK TOBIA PJIC Ykpaina»

CrnoHcop, kpaina

«Apena dapmacsrotikans, [Hk.» (Arena Pharmaceuticals, Inc.), United States

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

B.o. resepanbHoro fupexkropa JIlupekropary
dapmaneBTHYHOrO 3a0€e3MeYeHHSA IBan 3AJIBOPHUX




Jonatok 51

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

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

3MiHa HaliMeHyBaHHS 3asBHUKA B Ykpaini 3 TOB «KOBAHC KJIIHIKAJI JEBEJIOTIMEHT YKPAIHA»
na TOB «JIABKOPII KJITHIKAJI JIEBEJIOIIMEHT YKPAIHA»

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

No 1804 Bix 15.08.2019

Ha3ssa xminiuynoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«ocmimkennst Ga3u 3 i3 MiIABHINEHHSIM 103U B AITEH 13 TiNEpKaIieMi€l0 BIKOM BiJl HApOJKEHHS A0 18
POKIB /17151 OLIHKY BIUIMBY MiIBUIICHHS 103 IUKJIOCHUIIIKATy IpKoHito Hatpito (LIIIH) i3 mpuitomom Tpudi
Ha 00y AN KOPUTYBaHHS TilepKalieMii, a TakoxX i OLIHKA epeKTUBHOCTI Takoi x nmo3u LIIIH i3
NPUHOMOM OJMH pa3 Ha 100y JUIs MiATPUMaHHS HOPMAJIBHOTO PIBHIO KaJif0 B OpPraHi3Mi MAIli€HTIB, SKi
noTpeOyI0Th TpuBaNIOro JikyBanHs», D9481C00001, Bepcis 5.0 Big 05 Gepe3nst 2021poky

3asBHUK, KpaiHa

ToBapucTBO 3 06MekeHOIO BifnosiganbHicTI0 «J TABKOPIT KJIIHIKAJI IEBEJIOTIMEHT YKPAIHA»

Crnoncop, kpaina

Actpa3eneka Ab, [lIBeris

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

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




JonaTok 52

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

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

3MiHa HaliMeHyBaHHs 3asBHUKA B YKpaini 3 TOB «KOBAHC KJIIHIKAJI IEBEJIOTIMEHT YKPAIHA»
na TOB «JIABKOPII KJITHIKAJI JIEBEJIOIIMEHT YKPATHA»

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2372 Bin 04.12.2019

Ha3ssa xminiuynoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«PannomMizoBaHe, MOJBIMHE ciine MOCHDKeHHS (a3u 3 3 aKTUBHUM KOHTPOJIEM JUISA OIIHKHA 1
MIATBEPKCHHS HE MEHIIO1 epekTuBHOCTI, Oe3rneku 1 mepeHocumocTi npermapary Ledemim/VNRX-5133
HDK Mpenapary Uisi aKTUBHOTO KOHTPOJIIO Y JOPOCIUX 13 YCKIQAHEHMMH 1H(MEKIISIMH CEYOBHBIIHHUX
IUISIXiB, y TOMY 4Yucii 3 roctpuM mienonedpurom», VNRX-5133-201, 3 mompaskoro 2, Bepcis 3.0 Big
10 rpyans 2019 poky

3asBHUK, KpaiHa

ToBapucTBO 3 06MekeHOI0 BifnosiganbHicTIo «JIABKOPIT KJIIHIKAJI JEBEJIOTIMEHT YKPAIHA»

Crnoncop, kpaina

VenatoRx Pharmaceuticals, Inc., CIIIA

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasibnoro aupexkropa /[upekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonatok 53
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

Kaptka nartienra s ekcrpeHux cutyaii, sepcist 3.0 Big 27 numas 2021 p., yKpaiHCBKOIO Ta POCIHCHKOI0
MoBamu, lllonennuk mamienta musa peecrpaiii npuitomy [IJIIT Bepcis 8.0 BumpaBieHHS NMOMHIOK Bif
28 yepBHs 2021 p., aHMITHCHKOO Ta yKpaiHCbKOrO MoBaMu; LIlogeHHNUK NalieHTa It peecTpariii npuiomy
JUITI, Bepcist 8.0 BunpaBiieHHs: TOMUIOK Bif 28 yepBHs 2021 p., pociiicCbKOI0 MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 2243 Bin 05.10.2020

Ha3ssa xiiniuynoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

«PangomizoBaHe, MojBiifHE ciine mociipkeHHs 3 (a3u s BUBYEHHS €(EKTHMBHOCTI Ta O€3MEeYHOCTI
npemapaty SAR442168 y nopiBasHHI 3 TepudiyHoMiqom (O0amkio®) B YIaCHUKIB 3 PEHIUIUBYIOUNMU
dbopmamu poscisiHoro ckiepo3dy (GEMINI 1)», EFC16033, 3 monpaBkoro 04, Bepcis 1 Big 14 kBiTHS
2021p.

3asiBHUK, KpaiHa

TOB «Canodi-ABeHTic YkpaiHa»

Crnoncop, kpaina

Genzyme Corporation, USA (Ixen3aiim Kopnopeiimn, CILIA)

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasibnoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Honatok 54
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

3anpoBa/pKeHHs JIKAapChKOTO 3aco0y, IO BHKOPHCTOBYETHCS SK PO3YMHHUK IS JTOCIIIKYBAHOTO
JiKapCchKOTO 3aco0y mapsenTtakor anb(da (aktuBoBaHmi) [mpemapar MarzAA]: CrepwibHa Boma st
1H’ €Ki, PO3UMHHUK ISl MApEHTepaIbHOro 3actocyBanHs, 10 mui, BupooHuk — «Pfizer Healthcare India
Private Limited», Iunis; 3pasku eTukerok (MapkyBaHHs) (111 (uakoHy Ta KOpoOku) mist CTepuiabHOL
BOJIM JUTS 1H €KIIH, PO3YMHHUK IS TTAPEHTEPATIBbHOr0 3acTocyBanHs, 10 mi, octatouna penakuis 2.0 ms
VYkpainu Big 04 yepBus 2021 p., ocTaTouHMii Mepekia] 3 aHTIIHCHKOI MOBU Ha YKpPAiHCBhKY MOBY BiJ
30 siunus 2021 p.

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 310 Binx 23.02.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«docmimkennss  I/Il - ¢a3u, 1O NPOBOTUTBCA 3 METOK BUBYCHHA (AapMAKOKIHETHYHUX 1
(apMakoIMHAMIYHUX BJIACTUBOCTEH, a TAaKOXK OLIHKK O€3MeYHOCTI i e()eKTUBHOCTI Map3enTakory anbda
(aKTMBOBAHOI0) MpHU JIKYBaHHI €MI30JUYHUX KPOBOTEY Yy TMALIEHTIB 31 CHAJKOBUMHU MOPYLICHHIMU
3ropTaHHs KpoBi», MAA-202, pemakuis 3rigHo 3 mnompaBkoro 1 Big 02 mrotoro 2021 p., jmokanbHa
nonpaska 1.1 10 mpoTokoJy KJIIHIYHOTO BUNPOoOyBaHHS (Juiie Juist YKpainu) Big 26 6epesnst 2021 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITIOBIJIAJILHICTIO «I1I EC AU-YKPATHA»

CrnoHcop, kpaina

«Kerenict baitocaitencus Inkopnoperiteny» [Catalyst Biosciences, Inc.], CILIA

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




JonaTok 55

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

3aTBEPKCHHS CYTTEBHX IOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

Kaptka nartienra s ekcTpeHux cutyaiii, sepcist 3.0 Big 27 aunas 2021 p., yKpaiHChKOIO Ta POCIHCHKOIO
MOBaMH

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2554 Big 09.11.2020

Ha3ssa xminiuynoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«PannomMizoBaHe, MOJABIMHE ciine MoCHipKeHHS 3 (a3u 11 BUBYEHHS €(EKTHBHOCTI Ta O€3MEeYHOCTI
npemapaty SAR442168 y nopiBasHHI 3 TepudiyHoMinqom (O0amkio®) B YIaCHUKIB 3 PEIUAUBYIOUYNMU
dbopmamu poscisiHoro ckiepo3dy (GEMINI 2)», EFC16034, 3 monpaskoro 04, Bepcis 1 Bim 14 kBiTHA
2021p.

3asiBHUK, KpaiHa

TOB «Canodi-ABenric Ykpaina»

Crnoncop, kpaina

Genzyme Corporation, USA (Ixen3aiim Kopnopeiimn, CILIA)

CynyTHi
MaTtepiaiu/mpenaparu
CYMYTHBOI Tepamii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3neYCHHS Isan 3AZIBOPHHUX




JonaTok 56

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

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

InenTudikanis cyrreBoi
HOTIPaBKU

Indopmaris s mamienta Ta ¢opma iHGOpPMOBaHOI 3roau, octaToyHa pemakiis 1.1 mis Ykpainu Bin
06 ceprmas 2021 p., ocTaTouHMi TEepeKIaa 3 aHMVIMCHKOI MOBH Ha yKpaiHChKYy MOBY Bim 13 ceprHs
2021 p., ocrarouHuil mepekjax 3 aHTIHCHKOI MOBM Ha pociiiceky MoBy Bin 13 cepmust 2021 p.;
[ndopmaniitnuit muctok 1 popma iHPOPMOBAHOT 3roJM JJIs BariTHOI MAPTHEPKH YYaCHUKA JOCIIIKEHHS,
ocratouHa pemakiis 1.1 g Ykpaiau Big 06 cepras 2021 p., ocTaTOYHUH MEepeKIal 3 aHMIHCHKOI MOBH
Ha yKpaiHChbKy MOBY Bin 16 cepmus 2021 p., ocTarouHuii mepekiaa 3 aHTIiHChKOT MOBU Ha POCIHCBKY
MoBy Bifg 16 cepmust 2021 p.; CKpIHIIOTH IIOACHHWKA JJIsi MIOJEHHOI peecTpamii CUMITOMIB (JIyist
3alOBHEHHS Ha €JIEKTPOHHOMY MPHUCTPOI), Pelakilisi YKpaiHChKOIO MOBOO Juisi YKpainu Bij 27 TpaBHSA
2021 p., pexakiist pociicbKOI0 MOBOIO [iisi YKpainu Big 27 tpaBast 2021 p.; YTouHEHHS 11010 BUPOOHHUKA
Cmaptdony «Apple iPhone 6S» (mogens A1688) (eeKTpOHHUIN OMUTYBAIbHHUK, 110 BUKOPHCTOBYETHCS 3
Mmetoro peectpaiii cumntoMiB BK mnamientiB): Bymno: Cmaptrdon «Apple iPhone 6S» (momens A1688)
(emeKTpOHHUN ONMHUTYBAJIbHUK, IO BHUKOPUCTOBYETHCS 3 METOIO peectpaiii cumntomiB BK marientis).
Bupoouuk: «Apple Inc.», CIIIA; Crano: Cmaprdon «Apple iPhone 6S» (Moxens A1688) (enekTpoHHHMIA
ONUTYBAJIbHUK, II0 BUKOPHUCTOBYETHCA 3 MeTor peectpauii cumnroMmiB BK mamientiB). BupoOHuk:
«Apple Computer Trading (Shanghai) Co. Ltd.», Kurait

Howmep Ta nata Hakazy
MO?3 110710 3aTBEpPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1773 Bix 20.08.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTta

«Jocnimkenns Il ¢a3u 3 MeTor OLIHKK €PEeKTUBHOCTI Ta JOBTOCTPOKOBOI OE3MEYHOCTI Mpenapary
SHRO0302 aist iHAyKUIHHOT Ta MIATPUMYIOUO] Teparii MaI[ieHTIB 13 CEPEIHBOTKKUM 1 TSKKUM Mepedirom
BHPA3KOBOTO KOJITY B akTHBHIH (azin, RSI10135, pemakmist 1.0 Bix 22 6epesns 2021 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITIOBIJIAJILHICTIO «I1I EC AU-YKPATHA»
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CrnioHcop, kpaina «Peiictoyn baitopapma Kommnani Jlimitea» [Reistone Biopharma Company Limited], Kuraii

CynytHi —
Marepiaiau/mpenaparu
CYIYyTHBOI Tepartii

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




Jonatok 57

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

3aTBEPKCHHS CYTTEBHX IOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

BxItoueHHs JOAaTKOBUX MICIh IPOBEJICHHS BUIPOOYBAHHS !

Ne I1.1.B. BiAmIOBigaJIBHOTO JOCHITHUAKA

n/n HasBa micus npoBeieHHs KITiHIYHOTO BUIPOOYBaHHS

1. | nm.H., npod. JIynenko H.C.
KomyHanpHe HeKoMepIliiiHe MiAIPUEMCTBO «3amopi3bka oOONacHa KIIIHIYHA JTIKapHS»
3anopi3pKoi 007acHOT paaM, BiIIUICHHS MIKpOXipyprii oka, [lepxaBHuii 3akiaz «3amopizbka
MEIuYHa aKaJeMis MICISAMIUIOMHOI OCBITH MIiHICTEpCTBA OXOPOHHM 3J0POB'S YKpaiHW»,
kadeapa O4HUX XBOP0O, M. 3anOPiKKS

2. | n.m.H., npod. HoBunpkuii 1.4.
MenuuHui IICHTP TOBAPHCTBA 3 0OMEKEHOI0 BinnosiganpHicTIO «[lomimen 3axiny, M. JIbBiB

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

Ne 1012 Big 24.05.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«OuiHoBaHHS e(eKTUBHOCTI Ta Oe3medyHocTi oyHuX kpamenb 14030 mOpiBHSHO 3 OJHOI030BUM
npemnaparoMm ['andopT® y marieHTiB i3 0OYHOIO TimepTeHsicto abo rmaykomoro», LT4030-301, Bepcis 1.0
Bix 21 BepecHs 2020 poky

3asiBHUK, KpaiHa

[TinmpuemctBo 3 100% 1HO3EMHOIO IHBECTHITIEIO «AVK’IOBIA PJIC Ykpaina»

Cnoncop, kpaiHa

Laboratoires THEA, France

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHHUX




Jonatok 58
70 Haka3zy MiHicTepcTBa OXOPOHU 370POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta
3aTBEPKCHHS CYTTEBHX ITOTPABOK)

15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

Bpomrypa nmocnmigHuka JOCHIIKYBAaHOTO JiKapchkoro 3aco0y Ikcazomi6 (Ixazomib), Bumanus 14 Bix
24 tpaBHsa 2021 poky, aHTJIIHCHKOIO MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ha3ssa xminiuynoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«PannomizoBane, mane00-KOHTPOJIbOBAHE, MOJABIMHE ciine xociuikeHHs (a3su 3 HATPUMYIOYOTrO
mikyBanHsl IkcazomiOom Ilurpatom (MLN9708) mns mepopallbHOTO 3acTOCYBaHHS y TAIliEHTIB 3
MHOKMHHOIO MI€JIOMOIO MiCIs TpaHCIUIaHTalii ayToJoridyHuX CcToBOypoBux kiitun», C16019, 3
nonpaskoro 03 Bix 28 mrororo 2019 p.

3asiBHUK, KpaiHa

ToBapuctBo 3 OOmexeHnoro BinmosimanpricTio «KoHTpakTHO-[lochinnunpka Opranizaimis [HHOapm-
Ykpaina»

Crnoncop, kpaina

Millennium Pharmaceuticals, Inc., USA (CILIA)

CynyTHi
MaTtepiaiu/mpenaparu
CYMYTHBOI Tepamii

B.o. renepasibuoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

OnoBnenuii Ilporokon xminiyHoro nociimkenns TACTI-003, Bepcis 1.2 Bim 07 uepBusa 2021,
aHTIJIMCHKOI0O MOBOK. 3MiHa Ha3BU KiiHIYHOro pociimkeHHs: bymo: TACTI-003 («/IBa axtuBHI
iIMyHOTepaneBTUYHI 3aco0u»): baraTomeHTpoBe, Bimkpute, paHaomizoBane aociimkeHHs Il dazm mns
OLIIHKY 3acToCyBaHHsS po3unHHOro Oinka LAG-3, eprunarimony anbda (edptu; IMP321), y komOiHatii 3
nemOpoizymabom (antaronicrom PD-1) s Tepamii mepmioi JiHIi HamieHTIB 3 HEpe3eKTaOeIbHOO
peLMIUBHOIO a00 METacTaTUYHON IUIOCKOKIITHHHOK KapiuHomoro rosnoBu Ta mwmi (IIKKI'LH); Crano:
TACTI-003 («/IBa akTuBHI iMyHOTepameBTH4HI 3aco0m»): bararomeHTpoBe, BiIKpHTE, paHIOMI30BaHE
nociimkenns |l $asu g ouiHkM 3actocyBaHHA po3uynMHHOrO TiOpuaHoro Oinka LAG-3, egrunarimony
anb®a (edptu; IMP321), y kombinanii 3 memOpomizymadom (anraronicrom PD-1) mist mepoi minii Teparii
NAIIEHTIB 3 HEPEe3eKTa0eIbHOK PELUIMBHOIO a00 METacTaTUYHOK IUIOCKOKIITHUHHOIO KapILMHOMOIO
rosiopu Ta i ([TKKI'LH). docke mocmimkyBaHoro Jikapcekoro 3aco0y Eftilagimod Alpha (IMP321)
Bepcis 5.3, Bim 04 uepBHa 2021 p., aHMMCHKOIO MOBOK. 3pa3ku MapKyBaHHS JIOCIIIKYBAaHOTO
npemnapary Eftilagimod alpha Edrinarimon ansda, 25 mr / mi, ykpaincekoro MoBoio: bykier dinaabpHa
Bepcid 3 Bix 04 yepBHs 2021 poky; @nakoH 3 Oykierom @iHanbHa Bepcis 3 Bijx 02 yepBHs 2021 poky.
3pasku MapKyBaHHS JOCHiKyBaHOro mpemnapary Pembrolizumab IlemOponizymab, 25 wmr / wu,
yKpaiHchKoro MoBowo: bykner ®inanbHa Bepcist 3 Bing 04 uepBHa 2021 poky; dnakon 3 OykieToMm
@inanpHa Bepcigs 3 Big 02 uyepBHs 2021 poky. Indopmamiiiamii nucTtox s maiieHTa 1 Qgopma
iHpopmoBanoi 3roau, Bepcig 1.1 Bix 08 numus 2021 poky, miast Ykpainu, Ha OCHOBI MaiicTep-Bepcii
[npopmaniiinoro nuctka g namiedta 1 ¢gopmu iHpopmoBaHoi 3roau, Bepcis 1.1, Big 07 uepBHA
2021 poky, Ha ocHoBi [Iporokomy TACTI-003 (IMP321-P022); Keynote-PNC-34, Bepcis 1.2, Bin
07 yepBHs 2021 poky, aHIIIHCHKOIO Ta YKpaiHChKOK MoBaMmHM. JlonaTok a0 [HpopmauiitHoro nucTka s
namieHTa 1 popmu iHpopmoBanoi 3roau, Bepcis 1.1 Bin 08 nunus 2021 poky, 11 YKpaiHu, HA OCHOBI
Mmaiicrep-Bepcii [HpopmaniliHoro nucTka s naimienTta i ¢popmu iHpopmoBanoi 3roau, Bepcis 1.1, Bix
07 gepsus 2021 poky, Ha ocHosi IIpotokomry TACTI-003 (IMP321-P022); Keynote-PNC-34, Bepcis 1.2,
Bix 07 uepBHs 2021 poky, aHTIIHCHKOIO Ta yKpaiHCbkoro MoBamu. OmurtyBanpbHuk EORTC QLQ —
H&N43, ykpaincekoro moporo. OnuryBanmsuuk EORTC QLQ-C30, (version 3), ykpaiHCBKOIO MOBOIO.
Indopmartiitni MaTepian CTOCOBHO BHNpOOYBaHHS Ui MeniapecypciB, Bepcis 1.0 Bix 13 nunus
2021 poky, yKpailHCBKOI MOBOKO.
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Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«TACTI-003 («/IBa akTHBHI IMyHOTEepaneBTUYHI 3aco0m»): bararomeHTpoBe, BiTKpUTE, PaHIOMI30BaHE
nociikenHs |l ¢ha3um ms oniHky 3acTocyBaHHs po3unHHOTO OUka LAG-3, edrunarimony ansda (edtu;
IMP321), y xombinamii 3 memOpoizymadom (antaronicrom PD-1) mist tepamii mepiioi JiHii MaIieHTiB 3
HEPEe3eKTa0EIBbHO PEIUJANBHOK a00 METACTATUYHOIO IJIOCKOKIITHHHOK KapIIMHOMOIO T'OJIOBH Ta IIHi
(ITKKT'I)», TACTI-003, Bepcis 1.1, Bix 01 xBiTHs 2021

3asBHUK, KpaiHa

TOB «Apencis Excruioparopi Meaiciny, Ykpaina

Cnoncop, kpaiHa

Immutep S.A.S. / Immyten C.A.C., @paniis

CynyTtHi
Marepiaiau/mpenaparu
CYITYTHBOI Tepartii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3neYeHHS Isan 3AZIBOPHHUX




Jonarox 60

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

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

OnoBnenuii nporokon kiiHiuHOro BuUmpoOyBanHs TACTI-002, Bepcis 4.1 ¢inanbHa, Bix 8 uepBHs
2021 poky, aHriildcbkor0 MoOBOK; OHOBIEHa Opolrypa IOCTIHMKA I JIIKQpChbKOTO 3acoly
nemOponizymad, Bepcis 20 Big 08 Oepesnss 2021 poky, aHrmiiicbkoro MoOBOK; OHOBIEHE JOCHE
JOCTIKYBAHOTO JIIKApChKOro 3acod0y edrunarimon ambda, Bepcis 5.3 Big 04 uepBus 2021 poky,
aHTITIMCHKOI0O MOBOIO; 3MiHAa HaliMeHyBaHHs 3asBHHKa B Ykpaini 3 TOB «KOBAHC KIJIIHIKAJI
JIEBEJIOIIMEHT VYKPAIHA» nma TOB «JIABKOPII KJIIHIKAJI JEBEJIOIIMEHT YKPAIHAx;
OHOBJICHUH TIPHUKIIAJ] BTOPHHHOTO MapKyBaHHs JUIs JIIKAPCHKOTO 3aco0y edrimarimon anbda, dinanpaa
Bepcis 5 Bim 22 munHs 2021 poky; OHOBIEHHMI MPHKIAL BTOPUHHOTO MapKyBaHHS HJIS JIIKAPCHKOTO
3aco0y nemOpoiizyMa0, ginanbpaa Bepcis 3 Bix 19 munas 2021 poky; OHoBIleHUH 1H(MOPMAIIHHAN JTHCTOK
uis manieHta Ta ¢dopma iHdopmoBaHoi 3romu juis Ykpainu, Bepcis 2.0 Bim 02 cepmus 2021 p.
aHTIIHCHKOI0 MOBOIO; OHOBIICHHH 1HGOPMAIIHHUI TUCTOK JuTs marieHTa ta Gpopma inhopmMoBaHOi 3roau
s Ykpainu, Bepcis 2.0 Big 02 cepmusi 2021 p., mepekiaieHO Ha YKpAiHChKY MOBY Uid YKpaiHu
05 cepmus 2021 p.

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

Ne 1012 Big 24.05.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

TACTI-002 (Two ACTive Immunotherapeutics): Bararouentpose, Bigkpute mochimkenHs daszu Il y
NAIIEHTIB 3 paHillle HETIKOBAHUM HeonepabeIbHUM ab0 METacTaTUYHUM HEeAPIOHOKIITHHHUM pakoM
neredi (H/JPJI), abo peuunuByrounm PD-X pedpakrepuum HJPJI, abo peuunauByrounm uu
METACTaTUYHUM IUIOCKOKIITMHHUM pakoMm rojoBu Ta mui (ITPT'IH), sxi oTpUMYIOTH pO3UHMHHHMA
pexomOinanTHul Oimok LAG-3 edtwrarimon amsda (IMP321) y xomOiHamii 3 memMOpoiizymaboM
(anTaronict PD-1), TACTI-002, Bepcis 3.1.1 ¢inanbha, Big 11 6epesns 2021 poky

3asBHUK, KpaiHa

TOB «JIABKOPII KJIIHIKAJI IEBEJIOTIMEHT YKPAIHA»
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Cnoncop, kpaiHa

Immutep S.A.S., ®paniis

CynytHi
Marepiaiau/mpenaparu
CYIYyTHBOI Tepartii

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

Isan 3AZIBOPHUX
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70 Haka3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta
3aTBEPKCHHS CYTTEBHX ITOTPABOK)

15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

OnoBieHu MPOTOKON KiiHiYHOTO BUnpoOyBanus MK-3475-426, 3 inkopropoBaHoro momnpaBkoio 20 Bix
13 nmunas 2021 poky, aHTIIHCEKOK MOBOO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1205 Big 09.11.2016

Ha3ssa xminiuynoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«PannomizoBane, Biakpure gociimkeHHs I ¢a3u qs oninku eeKTUBHOCTI Ta Oe3neku neMOposizymady
(MK-3475) B xom0OiHarii 3 akciTiHiOOM B MOPIBHSAHHI 3 MOHOTEPAMI€l0 CYHITIHIOOM SIK JTIKyBaHHS HEpIIOT
JiHIT y TAIi€eHTIB 3 JIOKAJbHO MPOTPECYIOUOr0 ad0 METacTa3ylouol CBITJIOKIITUHHOK KapIUHOMOIO
Hupku (KEYNOTE-426)» , MK-3475-426, 3 inkopriopoBanoro nonpaskoto 18 Bix 02 rpyans 2020 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 oOMexeHoro BignosigansHicTIO «MCJ Ykpaina»

Crnoncop, kpaina

«Mepk lapn Exx JJoym Kopr.», nodipre mignpuemctBo «Mepk Ena Ko.,Ink.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CHIA

CynyTHi
Mmarepianu/mpenaparu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPKCHHS CYTTEBHX IOTIPABOK)
15.09.2021 Ne 1966

InenTudikamis cyrreBoi
HOTIPaBKU

OnoBnenuid mpotokon kimiHiyaoro BumnpoOyBanas LCKH/GPT/PK, Bepcis Ne3 Bim 01.06.2021;
[amuBigyansHa peectpariina ¢opma, Bepcis Ne3 Big 01.06.2021; Indopmamis st 310pOBOTO
nobpoBoubis. Popma iHPOpMOBaHOI 3romu 3M0poBoro AoOpoBousbist, Bepciss Ne3 Bim 01.06.2021
yKpaiHCBhKOIO Ta pociiickkoro MoBamu; KopoTtkuii Bukian 3micty (cuHorcuc) npotokony LCKH/GPT/PK,
Bepeis Ne3 Big 01.06.2021; TlogoBxkeHHS TPUBAJIOCTI MPOBENEHHS KIIHIYHOTO BUMPOOYBaHHS B YKpaiHi
no 31 rpyans 2022 p.; 30uiblIeHHS 3alJIaHOBAHO! KUIBKOCTI JOCHIKYBAHUX [UIsl BKIIFOUEHHS Y
BUTIPOoOyBaHHs B YKpaiHi 3 22 10 44 ocib

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 762 Bin 20.04.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«KuiHiuHe gocnikeHHs papMaKOKIHETUKH, O€3MeKH 1 TEPEHOCUMOCTI Ipenapaty ['inepTpui, po3uuH Juist
iH'exmit 5 mr/mi, BupoonunTBa IIpAT «Jlekxim-XapkiB» 3a ydactio HBO «®apmarpon», y 310poBUX
noopososbiiey, LCKH/GPT/PK, Bepcist Ne 2 Bix 12.02.2021

3asiBHUK, KpaiHa

ITpuBatHe AkuioHepHe ToBapuctso «JlekxiM-XapkiBy, YKpaiHa

CrnoHcop, kpaina

[IpuBaTHe akiioHepHe ToBapucTBO «Jlekxim-XapkiBy», YKpaiHa

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. resepanbHoro aupexkropa Jlupekropary
dapmaneBTHYHOrO 3a0e3MeYeHHSA IBan 3AJIBOPHUX




