Honatok 1

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK 710 MIPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

Jloche mocmimpkyBaHoro Jikapcebkoro 3aco0y ARGX-113 with rHuPH20 po3uun ms migmkipHuX 16’ €Ki
Bepcia 4.0 Bix 28 tpaBHs 2021p., aHIIHCEKOI0 MOBOIO; J[0Che IOCHTIIKYBAaHOTO JIKapChbKOTO 3aco0y
ARGX-113 with rHuPH20, nmane6o no po3uuHy i migmKipHUX iH’ekid, po3ain P Drug Product,
Bepcia 4.0 Bix 28 tpaBus 2021p., aHrmKHCHEKOI0 MOBOIO; J0Che AOCHIPKYBAaHOTO JIKAapChKOTO 3aco0y
ARGX-113 with rHuPH20, po3uun mns migmkipaux in’ekniid, Appendices tHuPH20, Bepcis 4.0 Bix 28
TpaBHs 2021p., aHTIIHCHKOI MOBOIO; 3aJy4eHHS J0JaTKOBOI BUPOOHWYOI minsHku: Vetter Pharma-
Fertigung GmbH & Co. KG, Himeuunna: Vetter Pharma-Fertigung, Helmut-Vetter-Str. 10, 88213
Ravensburg, Deutschland; Pexkomennamii nmis mamieHTiB MO0 TPAaHCHOPTYBAHHS OCIIIKYBaHOTO
npemnaparty, Horo 30epiranHs B JOMAIIHIX YMOBaxX i MOHITOPUHTY TeMmeparypu, Bepcist 6.0 Big 07 yepBHs
2021p., aHTIIHCHKOIO MOBOIO; PexomeHpariii JJisi Mamie€HTIB IMOJO0 TPAHCIIOPTYBAHHS JTOCIIIKYBAaHOTO
npemnaparty, Woro 30epiranHs B JOMalIHIX YMOBaX i MOHITOPUHTY TeMmeparypu, Bepcis 6.0 Big 07 uepBHs
2021p., mepeknaa ykpaiHCbKolO MoBO Bif 28 uepBHs 2021p.; PexomeHpnarii Juis Mali€HTIB 100
TPAHCHOPTYBAHHs JOCIHI/PKYBAaHOIO Ipenapary, Woro 30epiraHHs B JOMAIIHIX YMOBaxX i MOHITOPUHTY
temneparypu, Bepcis 6.0 Big 07 yepBust 2021p., pociiicbkoro MoBowo Bij 28 uepBHs 2021p.; Argenx
BVBA_ARGX-113-1802 ADHERE Iloctep B.1 R3 05 kBitHs 2021 p., aHIIIHCBKOIO MOBOIO; Argenx
BVBA_ARGX-113-1802_ADHERE Iloctep B.1 _R3 05 kBitasa 2021 p. nepekian yKpaiHCHKOIO MOBOIO
Bix 17 uepBHa 2021p.; Argenx BVBA ARGX-113-1802 ADHERE Iloctrep B.1 R3 05 xBiTHA2021p,
nepekyaa Ha pociiicbKy MoBy Bin 17 gepBus 2021p.; Argenx BVBA ARGX-113-1802 ADHERE Jlucr-
nonska B.1 R1 23 mororo  2021p., axrmiiicekoro  MoBoro;  Argenx BVBA ARGX-113-
1802_ADHERE Jluct-nonska B.1 R1 23 mortoro 2021p., nepeknan Ha yKpaiHCbKY MOBY Bij 17 4epBHS
2021p.; Argenx BVBA ARGX-113-1802 ADHERE Jlucr-momska B.1 R1 23  mororo 2021p.,
nepekjax Ha pociiceky MoBy Binm 17 uepBHa 2021p.; ARGX-113-1802 CIDP_Bbpomypa
narieaTa Pen.1 R4 05 kBitHa 2021p., anrmiiicekoro MoBorw; ARGX-113-1802 CIDP_Bpomrypa
narienta Pen.1 R4 05 ksitua 2021p., nepexiiag Ha ykpaiHcbKy MOBY Bix 21 uepsus 2021p.; ARGX-113-
1802 _CIDP_ Bbpomypa nauienta Pen.1 R4 05 xBitHs 2021p., nepekiiag Ha pociicbKy MOBY BiJ 21
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yepBHs 2021p.; ARGX-113-1802 CxkpiHIIOTH MOAATKY-IHCTPYKINI I MpoBeACHHS TeleBi3UTIB s
narienrta Bepcist 1 Bix 25 tpaBus 2021p., ykpaincbkoro MoBow; ARGX-113-1802 CkpiHIIOTH TOJATKY-
IHCTPYKINT Ay mpoBeAeHHs TeneBi3uTiB s marienta Bepcis 1 Bim 27 TtpaBHs 2021p., pociiichKorO
MOBOIO; [lofoBKeHHSI TepMiHy MPHUAATHOCTI BiJMOBIAHOTO IUTANE00 JO JOCIHIIKYBAHOTO JIIKAPCHKOTO
3aco0y ARGX-113/rHuPH20, po3uun mns migmkipaux iH’ekmiid g0 30 micsmis; [TogoBkeHHS TepMiHY
NPUIATHOCTI JTOCTIKYBaHOTO Jikapchkoro 3acod0y ARGX-113/rHuPH20, po3uns nmas miamkipHUX
1’ ek, 165 mr/min no 24 wicsuiB; [TogoBXeHHs TEpMIHY MPUIATHOCTI JOCIHIHKYBAHOTO JIIKApCHKOTO
3aco0y ARGX-113/rHuPH20, po3uun ans migmkipaux i6’ekmii, 180 mr/mn qo 18 Micsiis

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1143 Big 15.05.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Jocmimkenas 2-0i ¢asm uisi OIiHKH e()EeKTHBHOCTI, OE3IMEeYHOCTI Ta TMEPEHOCHMOCTI Tperapary
Edrapririvon PH20 s migmkipHOro BBEIACHHS Yy JOPOCIUX TMAllI€HTIB 13 XPOHIYHONIO 3amalibHOI0
nemieninizyrodoro nodineiponartiero (X3/11)», ARGX-113-1802, Bepcis 4.0 Bix 30 nmuctonama 2020 p.

3asiBHUK, KpaiHa

ToBapuctBo 3 O6mexeHoro BinnosinanbHicTio «KoHTpakTHO-/{ochinnuipka Opranizaiis IHHOpapm-
Ykpaina»

CrnoHcop, kpaina

argenx BVBA, Belgium/ apmpxenkc BBBA, benbris

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary

(apmManeBTHYHOIO 3a0€e3MeYeHHS

Isan 3AZIBOPHHUX




JonaTtok 2

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

3aydeHHs1 JTOJaTKOBOTO JOCIIHKYBAaHOTO JiKapchkoro 3aco0y Baiicapran-TEBA TtabneTku, BKpUTI
IUTIBKOBOIO 000J10HKO0, 10 80 mr, mo 10 Tabnerok y Omictepi, mo 3 OiicTepu y KapTOHHINM KOPOOIi;
Bupoonrk: BALKANPHARMA — DUPNITSA AD 3 Samokovsko Shosse Str., Dupnitsa, 2600, Bulgaria;
[HCTpYKLIST MO BUKOPUCTAHHIO JIIKAapChKOTo 3aco0y misi marientiB Bancapran-TEBA mo 80 wmr, mo
10 Tabnerox y Omictepi, mo 3 OiicTepu y KapTOHHINA KOpoO1li, ykpaiHcbkoro MoBoto Bepcis 1.0; JomaTok
i YKpaiHH 10 TPOTOKONYy KiiHiYHOro BumpoOyBanus, Bepcis 1.0 Bim 10 Bepecus 2021 poky,
aHTJIiiCchKOI0 MOBOI; OHOBIEHHMI 3pa30K CIPOIICHOTO MapKyBaHHS 3apeecTPOBAHUX JIOCIHIIKYBaHUX
JikapchKux 3aco0iB Bancapran, Jlisuronpmi Big 30 BepecHs 2021 poky, yKpaiHCBKOIO MOBOIO

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBAHHS

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«MixHapoaHe, paHa0Mi30BaHe, MOABIAHE Clile, Taned0-KOHTPOJIbOBaHe AociikeHHs Pazu 3 3 MeTor
OLIIHKM BIUIMBY IUKJIOCHJIIKATy IUPKOHIIO HATPiI0 HA MPOrPECyroyy XPOHIYHY HHUPKOBY HEIOCTaTHICTh
(XHH) y yuacnukis 3 XHH Ta rinepkaniemMieto ado 13 pu3ukom rinepkainiemii», D9488C00001, Bepcis 1.0
BiJ 24 yepBHs 2021 poky

3asiBHUK, KpaiHa

TOB «ACTPA3SEHEKA YKPAIHA»

CrnoHcop, kpaina

AstraZeneca, AB, Sweden

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro gupexkropa Jupexkroparty

(apmaneBTHYHOrO 3a0e3MeYeHHS

IBan 3AZIBOPHUX




JonaTok 3

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

Jlocke mocmipKyBaHOTO JIikapchkkoro 3aco0y Mobocertinib, Bepcis 4.0 Bim 17 Bepecus 2021 p.,
aHTTIHCHKOI0 MOBOIO; [loJOBXKEHHS TepMiHYy TPUIATHOCTI JOCIIIPKYBAHOTO JIIKAPChKOTO 3acoly
Mobocertinib, 40 mr, mpenapat y kamncynax, paakon mictuts 30 karncy, 3 30 1o 36 micsuis

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 767 Bix 02.04.2020

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«PannomizoBane, OaratoueHTpoBe, Biakpute aocuikeHHs ¢asu [ qist ouinku edeKTUBHOCTI Ipenapary
TAK-788 B sikocTi Teparrii nepioi JiHii y MOpiBHAHHI 3 XiMIOTEpaIi€l0 Ha OCHOBI MpenapariB IJIATUHU Y
MAaII€HTIB 13 HEAPIOHOKIITUHHUM paKoOM JIereHl 3 1HCEepIiHHUMH MyTamismMu y 20-My €K30HI TI'eHa
perienitopa emigepmansHoro (akropa pocty (EGFR)», TAK-788-3001, Bepcis i3 mompaBkowo 6 Big 22
ciuns 2021 p.

3asiBHUK, KpaiHa

ToBapuctBo 3 OOmexeHoro BinnopinanbHicTio «KoHTpakTHO-/{ochinnuinpka Opranizaiis IHHOpapm-
YkpaiHa»

Crnoncop, kpaina

Minnenniym ®@apmacsroTikans, [Hk., CLIHA (Millennium Pharmaceuticals, Inc., USA)

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

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




Honatox 4
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK 710 MIPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

OHOBJIEHUH TPOTOKOJI KIIIHIYHOTO JociimkeHHs 3 momnpaBkoro 01, Bepcis 1 Bim 30 cepmus 2021 poky,
AHTJIHCHKOI0 MOBOIO; 3pa30K MapKyBaHHS YIMAKOBKH JIOCIIHKYBAHOTO JIiKapchkoro 3aco0y Rilzabrutinib
400 mr abo mtane6o, Bepcis Big 31 cepmust 2021 poky, yKpaiHCbKOIO MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2237 Bin 18.10.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«PannomizoBane, mojBiliHe ciine, mianedo-KOHTPOIboBaHe, 12-THKHEBE TOCIIKEHHS, 1110 TPOBOJAUTHCS
B MapaJieIbHUX TPyIax 3 MeToro miareepmkenHs kounentii (I1K), ayis ominku eeKTUBHOCTI, 0€31MeYHOCTI
Ta MEPEHOCHUMOCTI PHI3a0pyTHUHIOY B YYaCHUKIB 13 OpOHXIaJbHOIO aCTMOIO CEPEeIHBOTO Ta BAaXKKOIO
CTYNEHS  TSKKOCTI, Kl  HEJOCTaTHBO  J0Ope  KOHTPOJIIOIOTHCS — TEpaIi€l0  IHraIsLiiHUMU
koptukoctepoigamu (IKC) mmtoc 6eta-2-anpenepriunnmu aronictamu Tpusanoi aii (BAT)», ACT17208,
Bepcis 1 Bijg 16 uepBHs 2021 poky

3asBHUK, KpaiHa

TOB «Canodi-ABeHTic YkpaiHa»

CnoHncop, kpaina

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

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




JonaTok 5

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

OHoBJIeHUH MPOTOKOJ KIIiHIYHOTO AociimkeHHss ANAM-17-21, ocrarouna penakiis 4.A Big 03 BepecHs
2021 p.; CuHOICHC OHOBIICHOTO MPOTOKOTY KIiHIYHOTO fHociimkeHHs ANAM-17-21, octatouHa peaaxiris
4.A Bin 03 Bepecus 2021 p., mepekiaja 3 aHTIHCHKOT MOBU Ha YKpaiHCbKy MoBY Bif 04 sxoBTHa 2021 p.;
Indopmaris s mamienta Ta gopma iHGOpMOBaHOI 3roau, octaTouHa pemakiis 3.0 s Ykpainu Bix
30 Bepecust 2021 p., octaTouyHU# TEpeKsaj 3 aHTIIHCHKOI MOBU Ha YKpPAiHCBKY MOBY Bim 15 >KOBTHS
2021 p., ocTaTOYHWI TEpeKyiaj] 3 aHTJIHChKOI MOBH Ha poOCiichKy MoBY Binm 15 xostHs 2021 p.;
OnutyBansHuk "Bame 310poB’s ta camonouytts" (SF-12v2), BanigoBaHna peaakiisi yKpaiHCbKOI0 MOBOO
s Ykpainu Big 2004 p., BayigoBaHa pelakilis pociiChKO MOBOIO Jiisi YKpainu Big 25 mumas 2016 p.;
®dopma NoBiIOMIIEHHS PO Hepenady iHdopmaiii A 3B’ sI3Ky 3 YYACHUKOM JIOCIIKEHHSI 32 POTOKOJIOM
ANAM-17-21, ocratouna penakuis Big 20 BepecHs 2021 p., ocTaTouyHMI Mepekiaa 3 aHTIiHCHKOI MOBH
Ha YKpaiHChbKy MOBY Binx 15 >xoBTHs 2021 p. ocraTouHuil mepekiaa 3 aHIIIHCHKOI MOBU Ha POCIHCBKY
MOBY BiJ1 15 sx0BTHA 2021 p.; 3MiHa Ha3BU MICIS NPOBEACHHS KJIIIHIYHOTO JOCIIIYKEHHS !

byno Crano
k.M.H. Hepdpa M.IO. k.M.H. Heppa M.IO.
KomynaneHe  HekomepriiiiHe — mignmpuemcTBo | KomyHanbHe — HEKOMepIliiHE — MiJNPHEMCTBO
XapkiBcbkoi  obOmacHoi  pamu  «OOmacHmil | XapkiBCchkoi  oOmacHoi  pamu  «OOnacHMit
KIIHIYHUT creriaai3oBaHuK TUCTaHcep | KIHIYHUN creriaai3oBaHui JUcIaHcep
pamiaifHOTO 3aXWUCTy HACEJICHHS», XIPYpPridHE | paJlallifHOTO 3aXUCTy HACEJICHHS», XIPypriduHe
BiJIIUIEHHS, M. XapKiB BIIIIJIEHHS 3 OHKOJOTIYHHUMH JIDKKAMH, M.
XapkiB

Howmep Ta nara Hakazy
MO3 10110 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 1468 Big 26.06.2020
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Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«bararoneHTpoBe paHjaO0MI30BaHe, MOABIHHO cliine, Mmanedo-KoHTposboBane mociimkenns I dasu, mo
MPOBOJUTHCS 3 METOI0 OIIIHKM €(EeKTHBHOCTI Ta OE3MEeYHOCTI aHaMOpEeNiHy TiApPOXJIOpUAY, SKHMA
3aCTOCOBYETHCS JIJIsl IOMTOBHEHHS Ae(IIUTY MacH TiJIa Ta JIKyBaHHS aHOPEKCIi, 110 pO3BUHY/IUCS Ha GOH1
MOIIMPEHOr0 HEAPIOHOKIITUHHOTO pPaKy JIETeHI B Jopociux mnamieHTiBy, ANAM-17-21, ocrarouna
penaxiis 4.0, Big 22 6epesns 2021 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITIOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

CnoHcop, kpaina

«XencunH Xenckea CAy» [Helsinn Healthcare SA], IlIBeitmapis

CynyTtHi
MaTepianu/mpenapari
CYNYTHBOI Teparii

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




JlonaTok 6
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK IO TPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

Jloche pocipKyBaHoro JTikapeskoro 3aco0y Himokanimab (M281), posain 2.1.S «Cybcraniiis JikapcbKoi
peuoBuHn» (“Drug Substance”), Bin cepmust 2021 poky aHTIIHCBKOIO MOBOIO; Jl0ChE TOCTIIKYBaHOTO
mikapcekoro 3acody Himokamimab (M281), posnin 2.1.P «Jlikapcekuii 3acid» (“Drug Product”), Big
cepnas 2021 poky aHrmiiicekor0 MOBO; Jlocke mocimimpkyBaHOTO JiKapchkoro 3acody Himokamimad
(M281), pozmin 2.1.A «Jomatku» (“Appendices”), Bim cepmus 2021 poky aHIIIHCBEKOIO MOBOIO;
[TomoBkeHHsI TEpPMiHY MPHIATHOCTI JOCITIJKYBAaHOTO Jikapchkoro 3aco0y Himoxamimad (M281; JNJ-
80202135), po3uun s iHdy3iid, 30 mr/mn y daakoni 3 12 1o 18 micsiis

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«EdexTuBHIicTh Ta Oe3neyHicTh npenapary M281 y n1opociux MalieHTiB 3 ayTOIMyHHOIO I'eéMOJIITUYHOIO
aHEMI€I0 3 TEIUIOBUMH AaHTHUTIJIaMU: OaraTOIIEHTPOBE, paHIOMI30BaHe, IOJBIHE ciine, Iuianedo-
KOHTPOJIbOBAHE JIOCHIIKEHHSI 13 TPUBAIUM BIAKPUTUM JOAATKOBHM AOCTiIKeHHsIM», MOM-M281-006,
Bepcis 3 nonpaskoro 4.0 Big 20 kBiTHA 2021 poky

3asiBHUK, KpaiHa

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

«DPAPMACBIOTIKAJI PICEPY

Crnoncop, kpaina

Janssen Pharmaceutica NV («fuccen ®@apmaneBtuka HBy), benbris

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Jonartok 7

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

JomnoBuenHst 1o @opmu iHPOPMOBAHOI 3TOAM: 3rojja Ha MPOBEACHHS AJIbTEPHATHUBHUX BI3UTIB y MEXax
nocmipkenns nig yac nangemii COVID-19, Bepcis 1.0 qiis Yipainu ykpaiHCBKOIO Ta pOCiHCHKOI0 MOBaMH
Bix 06 cepriast 2021 p. Ha ocHoBi Mmaiictep-Bepcii qonoBHeHHs 1 10 hopmu iHGoOpMOBaHOT 3roau m010
COVID-19 ans nocnimxenns GN41791, Bin 22 6epesns 2021 p.; KapTka ygacHUKa JOCTIIKEHHS, BEPCis
2 Bin 30 6epe3ns 2021 p., ykpaiHCBKOIO Ta POCIHCHhKOI0 MOBaMU; bporrypa 1uist yuacHUKa JOCTIIKEHHS,
Bepcis 2 Bix 30 6epesns 2021 p., yKpaiHCHKOIO Ta pociiicbkoro MoBaMu; [T0CIOHHMK 13 TOCIIKEHHS, BepCist
2 Big 30 Oepe3ns 2021 p., yKpaiHCBKOIO Ta pOCIMCHKOIO MOBamH; [HCTPYKIIiS MIOAO MpOLEenypU
oTpuMaHHs iHPOpMOBaHOi 3romu, Bepcis 2 Big 30 6epesns 2021 p., ykpaiHCBKOIO Ta POCIHCEKOI0 MOBaMHU;
[lepenik cymyTHiX MartepiamiB Ijs TMOKpalleHHs KOoM(OpTy y4JacHHKA JOCHIKEHHs IiJ Yac Bi3UTIB,
Bepcis 1 Bin 23 rpyans 2020 p., aHTIIiHCHKOI0 MOBOIO

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

Ne 2554 Bin 09.11.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«BATATOILIEHTPOBE PAHJIOMIZOBAHE IIOJBIMHE CJIIIE JOCIIDKEHHS ®A3M 11 Y
IMAPAJIEJIbBHUX TPYIAX 3 TIOJBIMHUM KOHTPOJIEM IIUIALIEBO JIJI1 OIIHKU
E®EKTUBHOCTI TA BE3ITEYHOCTI ®EHEBPYTHHIBY TTIOPIBHAHO 3 OKPEJII3YMABOM VY
JOPOCJIMX MAHIEHTIB 3 TNTEPBUHHUM ITPOI'PECYIOUMM PO3CIIHUM CKJIEPO30My,
GN41791, Bepcis 3 Bing 09 Bepecus 2020 p.

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHO0 BiAnoBiAadbHIcTIO «Pomr Ykpainay

Cnoncop, kpaiHa

®.Xoddpmann-JIs Pomr JIta, [seiuapis

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

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




JonaTok 8

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK IO TPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris cyrTeBoi
MOTIPaBKH

bykier mamienta, Bepcis 1.0 Big 01.09.2021p. ykpaincbkoro MoBoro; [10ciOHMK ydacHHMKA JAOCTIHKCHHS,
Bepcia 1.0 Bim 01.09.2021p. ykpaincekoro moBoro; Pexnmamuuii ¢maep, Bepcis 1.0 Bim 01.09.2021p.
YKPaiHChKOIO MOBOIO; 3alydeHHSs JI0IATKOBHUX MICIIb IPOBEICHHS BUIIPOOYBaHHS:

No I1.1.b. BiAmOBIAAILHOTO JOCHIIHUKA
n/n HasBa micus nmpoBeieHHs KITIHIYHOTO BUIPOOYBaHHS

1. I.M.H., ipo¢. binpuenko O.B.

KomynaneHe HekoMepIiiiHe mianmpueMcTBo «Micbka KIIiHIYHA JIKApHS IIBHJKOI Ta
HEBiAKIAAHOT Mean4yHOi gonoMoru iM. mpod. O.1. MemaninoBa» XapkiBCbKOi MiChKOT paj,
TepaneBTUYHE BigAiieHHS Nel 3 HehpoJOTIUHMMH JIKKaMH, XapKiBChbKa MEIUYHA aKajaemis
HIiCIAIUIUIOMHOT  OCBiTH, Kadeapa Ttepamii, Hedposiorii Ta 3araabHOI NPAKTUKU-CIMEHHOT
MEIUIUHH, M. XapKiB

2. I.M.H., ipo¢. Konecank M.O.

Kninika nepxaBHoi ycraHoBH «IHcTUTyT Hedposorii HAMH Vkpainu», BigaiieHHS
amOynaropHoi Hedposorii, giam3y ta [T 3a6e3neuenns, M. Kuis

3. K.M.H. Bumnusenpknii 1.1

Komynanene mignpuemctBo «Jlikapus Nel» JKutomupcrkoi Micbkoi pajau, KOHCYJIbTaTUBHO-
JiKyBaibHe BinaineHHs «HaykoBo-10CHi THUIIBKUIA IEHTP», M. JKutoMup

4, n.M.H. IcaeBa I'.C.

Kninika nepxaBHoi ycraHoBH «Hamionanenuit iHcTMTYT Tepamii imeni JI.T.Mainoi
HanjonaneHoi akajgemii MEJUYHUX HayK YKpaiHU», BIAJA1L1 KOMIUIEKCHOT'O 3HM)KEHHS PU3HKY
XPOHIYHMX HEIH(EKIIMHNX 3aXBOPIOBaHb Ha 0a3i BiJIJIEHHSA racCTpOEHTEPOJIOorii Ta Teparii, M.
XapkiB

5. nikap [Namymak O.B.

Komynanbhne T IITPUEMCTBO «/lainponeTpoBchKa obsacHa KJIIHIYHA JKapHS
im. I. . MeunukoBay» JIHimpomeTpoBcbKoi 00MacHOi panay, BiJIICHHS Iianizy (XpOHIYHOTO
reMojianizy ta aMOynaTopHOro miaii3y), JIHIMpPOBChKHIA JAep:KaBHUN MEIHMYHHN yHIBEPCHTET,
kadenpa yposnorii, m. JlHInpo




2 MIPOJTIOBXKEHHS J01aTKa 8

Howmep ta nara Hakasy
MO3 o0 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3ssa xiiniunoro
BUIIPOOYBaHHsI, KO/,
Bepcis Ta JaTta

«MixHapoaHe, paHa0Mi30BaHe, MOABIMHE Clile, Taned0-KOHTPOoJIb0BaHe AociipkeHHs Pazu 3 3 MeTor
OLIIHKM BIUIMBY IUKJIOCHIIIKATY IUPKOHIIO HATPII0 HA MPOTPECyl0Yy XPOHIYHY HHUPKOBY HEIOCTATHICTh
(XHH) y yuacuukiB 3 XHH Ta rinepkaniemiero ado i3 puzukom rinepkaiiemiin, D9488C00001, Bepcis 1.0
Bix 24 yepBHs 2021 poky

3asiBHUK, KpaiHa

TOB «ACTPA3SEHEKA YKPAIHA»

CnoHncop, kpaina

AstraZeneca, AB, Sweden

CynyTtHi
MaTepianu/mpenaparu
CYNYTHBOI Teparii

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




JonaTok 9

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S

VYxpaiau «[Ipo 3aTBepIKEHHS CYTTEBUX
MOTIPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb»

11.11.2021 Neo 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

3MiHa BiAMOBIAAIILHOIO JOCHITHAKA:

byno

Crano

I.M.H., mpod. Tomuii LI.

JlepxaBHa ycraHoBa «HarmioHaapHUI 1HCTHTYT
tepanii imeni JI.T. Manoi HamionansHoi akagemii
MEIMYHHUX HAyK YKpaiHW», BIIIUT MPOQIITaKTUKA
Ta JIKyBaHHS XBOPOO HHUPOK MPH KOMOPOiIHUX
CTaHax, M. XapKiB

k.M.H. lllep6ans T.JI.

JlepxaBHa ycraHoBa «HamioHanbHHMIA 1HCTUTYT
tepanii imeni JI.T. Manoi HamionansHo1 akamemii
MEIMYHHUX HayK YKpaiHu», BIIIII IPOQITaKTUKA
Ta JIKyBaHHS XBOpOO HUPOK IpHU KOMOPOITHUX
CTaHax, M. XapKiB

Howmep ta nara Hakasy
MO3 110110 3aTBEpIKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 9 Bin 02.01.2019

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannmomizoBaHe, MOJBiKHE crine, IUIale00-KOHTPOIbOBAHE JOCHIMKEeHHS ¢a3u 3b A OIiHKHK

e(heKTUBHOCTI

ta Oesneku npenapatry TRCI101

y BIOBUIBHEHHI IPOTPECYBaHHS XPOHIYHOIO

3aXBOPIOBAHHS HHUPOK Yy TMAalli€HTiB 3 MerabomiunuM amnmao3om», TRCA-303 (VALOR-CKD), 3
1HKOpIiopoBaHoto nornpaskoro 3 Big 02 cepnus 2021 p.

3asiBHUK, KpaiHa

TOB «BOPJIJIBAM/JI KJITHIKAJI TPAIJIC YKP»

CrnoHcop, kpaina

«Tpaiicina, [ak.» (Tricida, Inc.), USA.

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




Honarok 10

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S

VYxpaiau «[Ipo 3aTBepIKEHHS CYTTEBUX
MOTIPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb»

11.11.2021 Neo 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

bpomypa nocnmignuka, Bepcis 15.0 Bim 06 cepmas 2021 p., aHMTMCHKOIO MOBOI; 3MiHAa Ha3BU MIiCIlh

MPOBE/ICHHS KJIIHIYHOTO BUNPOOYBaHHSI:

byno

Craio

I.M.H., ipo¢. Benrep O.I1.

n.M.H., npod. Benrep O.I1.

MICISIAUIUIOMHOT OCBITH, M. BiHHUIA

TepHominbcbka oOniacHa KOMyHaibHa KiiHiYHA | KoMyHanbHe — HEKOMepIifiHE  MiAIPUEMCTBO
NICUXOHEBPOJIOTiUHA  JIIKapHs, Icuxiatpudae | « [epHOMiIbChKa oOnacHa KJTIiHIYHA
BigauieHHs Ne2  (4omoBiue), TCUXIaTpUYHE | ICUXOHEBPOJIOTIYHA JIKapHs» TepHOMIbCHKOT
BiJUTIIEHHS Ne6 (>xiHOUE), JIBH3 | o6nacHOi pamu, rnicuxiaTpudHe BimmiieHHS Ne2
«TepHoniabCHKHUI Jep>KaBHUI MEAWYHUH | (4OJIOBiYE), TCUXiaTpu4He BiIAUIeHHS  Ne6
yHiBepcuter imeHi [.S.I'opOaueBchbkoro MO3 | (kiHoue),  TepHONINBCHKUI  HAIlOHATBHUN
VYkpainu», kadenpa mncuxiaTpii, HapKOJOTil Ta | MEIUYHUIN YHIBEpCUTET imMeHi
Meau4Hoi rncuxosorii, M. TepHomniian I.5I. TopbaueBchbkoro MiHicTepcTBa OXOPOHHU
3n10poB's  YkpaiHu,  Kadenapa  mcuxiarpii,
HapKOJIOTii Ta MEIUYHOL TICUXOJIOTI,
M. TepHoMmisb
JI.M.H., ipo¢. Pumma C.B. JI.M.H., ipo¢. Pumma C.B.
Komynanpuuit 3akman «Binnuinpeka o6OnacHa | KomyHanbHe — HEKOMepIiiHE — MiAIPUEMCTBO
MICUXOHEBPOJIOTIYHA JKapHSA iM.akan. | «BiHHUIBKA oOnacHa KJIIHIYHA
O.L.FOmenka», BignineHHs Ne7  (4ojoBiue), | ICUXOHEBPOJOTiYHA  JHKapHA M. akag.
Bigminenuss  NelO0  (kinoue), Binaunpkuii | O.I. KOmenka Binaumpkoi oOmacHoi Pamgmy,
HalllOHAJIbHUN MEIUYHUI yHiBepcuTeT | BigaineHHs Ne7 (womnosiue), NelO (kiHOHYe),
iMm. M.I. TIluporosa, xadeapa mncuxiatpii, | BiHHUIBKUH HaI[lOHAJbHUI MEIUIHUI
Hapkoyiorii Ta  mcuxoTrepamii 3  KypcoM | yHiBepcuteT iMm. M.L. Iluporosa, xadenpa

TcuxiaTpii, HAPKOJIOTIT Ta ICUXOoTeparii 3 KypcoM
MICIAOUIIIOMHOL OCBITH, M. BiHHHUIISA




2 MIPOJIOB)KEHHS JT01aTKa

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

Ne 1960 Big 29.10.2018

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«®Paza 3b 06araTonEHTPOBOro, pPaHAOMI30BAaHOTO, TOABIMHO CIINOro, Manedo0-KOHTPOIHLOBAHOTO
JOCITIJKEHHS 100 OIIHKU Oe3IeKu JikyBaHHs [liMaBaHCEpUHOM y JOPOCIHX Ta JIFOJCH MOXUIIOTO BIKY 3
HEHPOIICUXIATPUYHUMU CHUMIITOMAMH, TIOB'S3aHUMH 13 HEUPOJECTCHEPATHBHUM 3aXBOPIOBAHHSIM,
ACP-103-046, 3 inkopriopoBaHo0 TTonpaBkoro 6, ¢pinaasHa Bepcis 1.0 Bix 23 mumnasa 2019 p.

3asBHUK, KpaiHa

TOB «BOPJIJIBAMJI KJITHIKAJI TPAIIC YKP»

Cnoncop, kpaiHa

«AKAIIA ®apmackrotikan3 [uk., CLLIAM ACADIA Pharmaceuticals Inc., USA)

CynyTtHi
Marepiaiau/mpenaparu
CYITYTHBOI Tepartii

B.o. renepaibHoro qrupexktopa Jlupekropary

dhapmaneBTHYHOrO0 3a0e3Me4YeHHs

Isan 3AZIBOPHUX




Jonatok 11

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK IO IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

[TogoB)xeHHS TPUBAIOCTI KJIIHIYHOTO BUIIPOOYBaHHS B YKpaiHi Ta B ¢BiTi 10 28 mroToro 2023 poxy

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1050 Big 04.09.2017

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«MiKHapOJHe, PaHIOMI30BaHE, BITKPUTE IOCTiDKEHHS ¢a3su 3 misa ominku mpenapary REGN2810
(arTHTina no PD-1) mopiBHSHO 3 XiMioTepaIi€ro Ha OCHOBI IpenapariB IJIATHHY SK Teparii mepioi JiHii B
MAI€HTIB 13 PO3MOBCIOKEHNM a00 MmeractaTuyHUM PD-L1-mo3uTuBHUM HEQpiOHOKIITHHHUM pPaKkoOM
neredb», R2810-ONC-1624, 3 inkopniopoBaHoto nonpaskoro 9 Bix 13 tpasus 2020 p.

3asiBHUK, KpaiHa

TOB «KuniniuHi nocniakeHHs ARKoH», YKpaiHa

CrnoHcop, kpaina

Regeneron Pharmaceuticals, Inc., USA/ Pemxenepon ®@apmaceroTtikaic, [ak., CHIA

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

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




JonaTok 12

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

HocmimxyBanuii  Jikapcbkuid 3aci6: Enkopadenio, binimetinio, IlemOpomizyma6, Ilmame6o ms
enkopadeniOy, [lmane6o nmns OinimeriniOy [lonaroTbcs BHUPOOHUKM BiINOBiNANBHI 3a BUIYCK cepii:
Pfizer Inc., USA, Pfizer Limited, United Kingdom

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 833 Bix 28.04.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«PannomizoBane mojBiliHe ciine pocnimxeHHs ¢azu 3 eHkopadeniOy Tta OiHiMeTiHIOYy B MO€AHAHHI 3
nmeMOpoITi3yMaboM y TOpiBHSHHI 10 IDianebo B TO€QHAHHI 3 TeMOpoiizymMaOoM Yy TMAIi€HTIB i3
METAacTaTHYHOI ab0 HeomnepadeIbHOK MICIEBO IMOIIMPEHOK MEJIAHOMOK, MO3UTHBHOK JI0 MyTallii
BRAF V600E/K», C4221016, octatouna Bepcis npotokoiy, [Tormpaska 1 Bix 31 Gepesns 2021 poky

3asiBHUK, KpaiHa

[¢aiizep Iuk., CILIA

Crnoncop, kpaina

[aiizep Iuk., CIHA

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasibnoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHs

Isan 3AZIBOPHHUX




Jonatok 13

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK IO IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

3MiHa BIMOBIAILHOTO JOCIITHAKA B MICITI TPOBEACHHS KIIHIYHOTO BUIIPOOYBaHHS .

byno

Crano

n.m.H. Konecuik O.0.

HamionanbHuit  IHCTUTYT  paKky, BiJJIUJICHHA
MaJIOIHBa3MBHOI Ta EHJOCKOMIYHOI XIpYPprii,
IHTEPBEHIIIHOI pasioorii, M. Kuis

n.M.H. Ocranenko 10.B.

HamionanbHuii  IHCTHTYT  paky, BiAJIIJICHHSA
MaJIOIHBa3MBHOI Ta E€HJOCKOMIYHOI  XIpyprii,
IHTEPBEHIIIIHOI pasioorii, M. Kuis

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 9 Bin 02.01.2019

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta qaTa

«PanmomizoBaHe, MoABiiiHE crinme KiIiHIYHE AochikeHHS ¢aszu 3 memOponizymady (MK-3475) y
KOMO1HaIII1 3 XIMIOTepaIi€ y MOPIBHAHHI 3 Iuanedo y KoMOiHalil 3 XIMIOTepami€ro B SIKOCT1 JIIKYBaHHS
nepuioi il y mamieHtiB 3 HER2-HeratnBHOMO, momepeiHbO HENIKOBAHOIO, HeonepadesnbHOr abo
METaCTaTUYHOIO aJICHOKAPIIMHOMOIO NUTYHKY a00 ractpoe3odareanbHoro 3’eqHands (KEYNOTE-859)»,
MK-3475-859, 3 inkopnopoBanoto nonpaskoro 04 Big 07 yepBHs 2021 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiganpHicTIO «MCJ Ykpaina»

CrnoHcop, kpaina

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

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Honatok 14

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK 710 MIPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

Jlochke mociimkyBaHOTO Jiikapcbkoro 3acody TL-895, Bepcis 5.0, 17 Bepecusa 2021 poky, aHTIIIHCHKOIO
MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1012 Big 24.05.2021

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«®Daza /I, nociipkeHHsT MEPIIOro 3acTOCyBaHHs y Jirojaed mpenapary TL-895 3 eckamarmiero mo3u y
MAaIi€HTIB 3 PeUUIUBHUMHU/pedpakTepHUMH B-KIITHHHUMH 3JI0SKICHUMHM 3aXBOPIOBAaHHSAMH Ta 13
MOJAIBIINM 3aCTOCYBAaHHSIM Y MAIliEHTIB 3 PEUUAMBHUM/pedpakTepHUM XPOHIYHUM ITIMQPOIUTAPHUM
nerdko3oM  abo  penuauBHOI/pedpaKkTepHOI  IPIOHOKIITHHHOK  JIIM(POIUTAPHOK  JIIM(POMOIO»,
MS200662 0001, Bepcist 11.0 Big 27 tpaBHs 2021 poky

3asiBHUK, KpaiHa

ToBapHCTBO 3 06MeEsKeHOI0 BianosinanbHicTio «MEJIITENMC YKPATHA»

CrnoHcop, kpaina

«Temnioc ®apma, [nk» [Telios Pharma, Inc.], CIIIA

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

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




Jonartok 15

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK IO IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

OnoBnenuii mpotokoa kiaiHiyHOTO BUnpoOyBanHs PCI-32765CAN3001, monpaska INT-6 Big 13 cepmus
2021 poxy aHrniicpKor0 MOBOIO; [H(opmartist st manienta ta @opma iHpopmMoBaHoi 3roau ans YKpainy,
Bepcis 11.0 Big 10 Bepecus 2021 poky ykpaiHChKOIO Ta POCIHCHKOI0 MOBaMU

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 835 Bix 15.08.2016

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«baraTonieHTpoBe BIJIKpUTE JOBrOCTPOKOBE MOJOBXKEHE KIiHIYHE nociimkeHHs 3b ¢asu mpemnapary
PCI-32765 (I6pytuni6)», PCI-32765CAN3001, 3 nompaskoto INT-5 Big 19.12.2019 p.

3asiBHUK, KpaiHa

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

Crnoncop, kpaina

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

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




Jonatok 16

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

OcHoBHa iH(opMaris mpo AochikeHHs 1 Gpopma iHpopmoBanoi 3roam, Bepcis 2 Bix 09 depBus 2021 p.
aHIITIHCHhKOI0 MOBOO; [H(opMmartis s namienTta i popma iHPOpPMOBaHOI 3rou, Bepeis st Ykpainu Ne 3
Bin 13 BepecHs 2021 p. (ma ocHoBi OcHoOBHOI iH(poOpMalii mpo mocmikeHHs 1 popMu iHPOpMOBaHOT
sroau, Bepcis 2 Big 09 gepBHs 2021 p. aHTIIIHCHKOI MOBOIO) YKpaiHCHKOI MOBOIXO; [H(opmarist s
namieHTa i gopma inpopmoBanoi 3roau, Bepcia ans Ykpainu Ne 3 Big 13 Bepecust 2021 p. (Ha ocHOBI
OcHoBHOI iH(pOpMarii po nociimkeHas i popmu iHbopMoBaHoi 3roau, Bepeis 2 Big 09 wepsHs 2021 p.
aHTJINCHKOI0 MOBOIO) POCIHCBKOI0 MOBOIO; KapTka yuyacHMKa OOCTiKEeHHs/MalieHTa, Bepcis Ne2 mms
VYkpainu ykpaiHChKOIO MOBOIO, fata Bepcii: 10 uepHs 2021 p.; KapTka yyacHuka gociipKeHHs/IamieHTa,
Bepcis Ne2 nnst Ykpainu pociiicbkoro MoBoro, aara Bepcii: 10 uepBus 2021 p.; 3MiHa BiAMOBIIATBHOTO
JOCITITHUKA Y MiCIli IPOBEICHHS KJIIHIYHOTO BUMPOOYBaHHS:

byno Crano
k.M.H. Tpudonosa H.C. nikap Konecaukosa H.C.

KomyHnaneHe  HekomepiiiiHe — mianpuemctBo | KoMmyHanbHe — HEKOMepIiiHE  MIANPUEMCTBO
XapkiBcbkoi  oOmacHoi  pamu  «OOmacHmil | XapkiBChbkoi  oOmacHoi  pamu  «OOmacHuii

KIIHIYHUT crieriaai3oBaHui JTUCTaHcep | KIHIYHUHA crieriaai3oBaHui JMCIIaHcep
pamialifHOTO 3aXUCTy HACEJICHHS», MOJIKIIIHIKA, | padlalliiHOTO 3aXUCTy HACEJICHHS», MOTIKIIIHIKA,
M. XapKiB M. XapKiB

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

Ne 187 Bin 05.02.2021

HazsBa xirigiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PannomizoBaHe, mojBiiiHe ciine, M1aned0-KOHTPOJIbOBaHe JAOCHIKEHHS 3 a3y B mapajelbHUX Ipymax,
II0 MpPOBOAUTHCS JJIi BHUBYCHHS €(QEKTHBHOCTi, O€3MEYHOCTI Ta IEePeHOCHUMOCTI Mpenapary
SAR440340/REGN3500/itenekiMad (MOHOKJIOHAJIbHI aHTHUTLIA, crienudiudi no 1L-33) y narieHTiB i3
MOMIPHUM Ta BOXKUM XPOHIYHUM OOCTPYKTHUBHHM 3axBoproBaHHAM JiereHb (XO3JI)», EFC16750, Bepcis
1 Big 25 BepecHs 2020 poxy
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3asBHHUK, KpaiHa TOB «Canodi-ABenTic Ykpaina»

CrnioHcop, kpaina sanofi-aventis recherche & developpement, France (Canodi-ABeHTic perrepi ¢ aeBenonMan, Opaniris)
CynytHi —

Marepiaiau/mpenaparu

CYIYyTHBOI Tepartii

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




Jonatok 17

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris cyrTeBoi
MOTIPaBKH

OnoBnenuit npotokon kiiHiyHOro mocmimkeHHs 17000139BLC3001, 3 mompaBkoro 2 Bix 02 cepmHs
2021 poxy aHTIiHCHKOIO MOBOIO; [H(OpMamiifHuii mucTOK manieHTa Ta Gopma iHGOPMOBAHOT 3roAH IS
VYkpaiau, Bepcis 2.0 Big 08 BepecHs 2021 poky ykpaiHChKOIO Ta pOCIHChKOIO MoBamH; [HbopmariiHui
TUCTOK Ta (popma iHPOPMOBAHOT 30U AJIs TIAIIIEHTKY, sIKA 3aBariTHLIA MiJ] 9ac y4acTi B JOCIIDKEHHI s
VYkpainu, Bepcist 2.0 Big 08 BepecHs 2021 poky yKpaiHChKOIO Ta pociiichkor0 MoBaMu; [HbopmaniiHuit
JUCTOK 1 opma iHpopMOBaHOI 3roau s BariTHOI mapTHEpKU A Ykpainu, Bepcis 2.0 Big 08 BepecHs
2021 poky ykpaiHCbKOIO Ta pociiicbkoro MoBamu; dopma anst 24-roauHHoro 360py cedi s YKpainu,
Bepcis 3.0 Big 13 cepmas 2021 poky yKpaiHCBKOIO Ta pociiichkoro MoBaMu; OmutyBaibHUK «EQ-5D-51Ly,
3HIMKHM €KpaHy MOPTaTUBHOTO MPUCTPOIO i peecTparllii enekTpoHHux kiiHiyHuX AaHux (eCOA Screen
Report), Bepcis 1.0 Bix 17 motoro 2021 poky ykpainchkoro MOBOI0; OnuTtyBanbHUK «EQ-5D-5Ly, 3HIMKH
€KpaHy MOPTATUBHOTO MPUCTPOIO AJISl peecTpanii enekTpoHHuX KiiHiyHUX naHux (eCOA Screen Report),
Bepcis 1.0 Big 10 mrotoro 2021 poky pociiicbkoro MoBor; OnuryBanbHUK «QLQ-C30», 3HIMKH eKpaHy
MOPTATUBHOTO MPUCTPOIO AJs peecTpauii enexkTpoHHux kiniHiyHMX Aanux (eCOA Screen Report), Bepcis
1.0 Bim 20 ciyas 2021 poky ykpaiHcbkor MoBoOw; OmurtyBanbHUK «QLQ-C30», 3HIMKH eKkpaHy
MOPTATUBHOTO MPUCTPOIO TS peecTpallii enekTpoHHuX kimiHiyHUX JaHux (eCOA Screen Report), Bepcis
1.0 Bix 08 ciuns 2021 poky pociiickkoro MoBO10; OnuTyBalIbHUK «IHIEKC paky cedoBoro mixypa (Bladder
Cancer Index (BCI))», 3HIMKH ekpaHy MOPTaTUBHOI'O MPUCTPOIO JJIS peecTpallii eIeKTPOHHUX KIIIHIYHUX
nanux (eCOA Screen Report), Bepcis 1.0 Big 08 motoro 2021 poky ykpaiHChKOI0 MOBOIO; ONUTYBaJIbHUK
«Ingexc paky ceuoBoro mixypa (Bladder Cancer Index (BCI))», 3HIMKHU ekpaHy MOPTaTUBHOTO MPHUCTPOIO
Uit peectpattii enektponHux kimiHiuHMX naHux (€COA Screen Report), Bepcis 1.0 Big 24 mrororo 2021
poky pociiicbkoro MoBo10; OmutyBanbHUK «NCI PRO-CTCAEY, 3HIMKH €KpaHy TOPTAaTUBHOTO IPUCTPOIO
Ui peecTpanii enekTpoHHUX KiiHiuHuX naHux (eCOA Screen Report), Bepcis 1.0 Big 08 mrororo 2021
poky ykpaincbkoto MoBor; OnutyBabHUK «NCI PRO-CTCAE», 3HIMKH €KpaHy HOPTaTHUBHOTO
MPUCTPOIO Uil peecTparlii enekTpoHHuX kiiHiyHMX aaHux (eCOA Screen Report), Bepcig 1.0 Bix 31
rpyaas 2020 poky pociiicekoro MoBowo; OnuryBanbHUK «CTSQ», 3HIMKM €KpaHy IOpPTaTUBHOTO
MPUCTPOIO Uil peecTparlii ernekTpoHHuX kiiHIYHMX AaHux (eéCOA Screen Report), Bepcis 1.0 Bix 08
motoro 2021 poxy ykpaiHChkor MOBOIO; OmmryBambHUK «CTSQ», 3HIMKH €KpaHy MNOPTATUBHOTO
MPUCTPOIO Uil peecTparlii enekTpoHHUX kiiHiYHMX aaHux (eCOA Screen Report), Bepcia 1.0 Bix 10
motoro 2021 poky pociiicbKO0 MOBOIO




MPOJOBXKEHHS nojaTka 17

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

Ne 516 Bin 22.03.2021

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«baraTomeHTpoBe paHIOMi30BaHE JOCHIKEHHS da3u 3 i oliHku eQexkTuBHOCTI mpenapary TAR-200 B
KoMOiHaii 3 merpeniMaboM y MOPIBHSAHHI 13 CYIYTHBOIO XIMiOpaAioTeparnielo B yYaCHHUKIB i3 M’S30BO-
1HBa3WBHOIO YPOTENATBHOK KApIUHOMOIO CEUOBOIO MiXypa, SKHM HE MPOBOJWIH PaIUKAIbHY
nuctekTomitoy, 17000139BLC3001, 3 mompaskoto 1 Bix 18 Bepecus 2020 poky

3asBHUK, KpaiHa

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

«PAPMACBIOTIKAJI PICEPY

Cnoncop, kpaiHa

Janssen Pharmaceutica NV («Iuccen ®apmanesruka HB»), benbris

CynyTHi
Marepiaiau/mpenaparu
CYITYTHBOI Tepartii

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

Isan 3AZIBOPHUX



Jonatok 18
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

3aydeHHs J0JIaTKOBOTO MICIIS TPOBEICHHS KJIIHIYHOTO BUTIPOOYBaHHS .

No I1.1.b. BiAmOBIAAILHOTO JOCHIIHUKA
n/n HasBa micus nmpoBeieHHs KITIHIYHOTO BUIPOOYBaHHS

1. aikap [Tocron C.B.
MenuyHuii [EHTp TOBapHCTBA 3 OOMEXEHOI BiJIITOBIIAILHICTIO
CHeIliali30BaHe TaCTPOCHTEPOJIOTIYHE B IIeHHS, M. KHiB

«Mendya-Kniniky,

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PannomizoBaHe MojBiiHE ciline IU1ale00-KOHTPOIbOBaHE OaraTOLEHTPOBE NOCHIKeHHS ¢azu 3 ans
OLIIHKM TPUBaOi ePeKTUBHOCTI Ta Oe3nevHoCTi JaHihiOpaHOpy B AOPOCIUX MAIIEHTIB 3 HELUPOTUYHUM
HeankoroabHuM ctearorenatutom (HACI) Tta ¢ibposom mneuinku crami 2 (F2) / 3 (F3)»,
337HNAS20011, Bepcis 1.1 Big 01 numas 2021 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIANOBIAAJIBHICTIO
ACCOVIIMENTC YKPATHA» (TOB «®PA YKPATHAY)

«DPAPMACBIOTIKAJI PICEPY

Crnoncop, kpaina

Inventiva S.A., ®paniis

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Jonatok 19

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

[Hdopmaris Ay ocodwu, 1o AorIsLaace 3a naieHToM, Ta @opma iHPOPMOBAHOI 3T0H, BEPCIs YKPATHCHKOIO
MOBOIO JUIsi Ykpainu Big 27.09.2021 p., Bepcis 1.0; Indopmarist st ocoOu, Mo AOMIIAIAE 3a MAlli€EHTOM,
Ta ®opma iHGOPMOBAHOI 3T0U, BEPCis pOCIHCHKOK MOBOIO it YKpainu Big 27.09.2021 p., Bepcis 1.0;
Indopmanis mis namieara Ta @opma iHGOPMOBAHOT 3roAM JUIS YYacTi y TCHETHYHUX JOCIIDKEHHSX,
BepcCis yKpaiHChbKOIO MOBOIO aisi Ykpainu Bif 27.09.2021 p., Bepcis 1.0; Indopmariis ans mamieHTta ta
®opma iHGOpPMOBAHOT 3rou I YYacTi y TEHETHYHHUX TOCITIJKEHHSX, BEpPCisl POCIIICBKOI0 MOBOIO ISt
VYkpainu Big 27.09.2021 p., Bepcis 1.0

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1773 Bin 20.08.2021

Ha3ssa xiiniuHoro
BUINIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararoneHTpoBe, paHIOMi30BaHe, MOABiHE ciimne, miaanedo KOHTPOJIbOBaHE KIIHIYHE TOCHiHKeHHs 4
¢da3u U1 OLIHKK €PEeKTUBHOCTI Ta OE3MEeYHOCTI MPU3HAUEHOr0 MiAIIKIPHO ryceabKymMaly y Mali€eHTIB 3

aKTUBHMM aKClaJbHUM IICOPIaTUYHUM apTPUTOM, SIKI HIKOJIM HE OTPUMYBAJIM OIOJIOTIYHY Tepamiton,
CNTO1959PSA4002, Bix 14.04.2021 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAIIEBTUKA HB», benbris

Crnoncop, kpaina

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Teparii

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




Jonarox 20

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK IO IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

Bpomrypa mocmigauka CINJ-67652000 (niraparib/abiraterone acetate fixed-dose combination), BumaHHs
2 Bim 03.08.2021 p.; Bpomypa nocmignuka Hipanapu6, Bumanns 12 Big 23.06.2021 p.; Bpomrypa
nociigauka JNJ-212082 3UTIT'A (abiraterone acetate), Buganus 16 Big 11.06.2021 p.; Indopmaris ms
narienta Ta @opma inpopmosanoi 3romu — IIporoxon 64091742PCR3001, Bepcii 1.0 ykpaiHchKOrO
MoBoro ansi Ykpainu Big 20.08.2021 p.; Indopmaris ana namienta ta @opma iHGOpMOBaHOI 3roau —
[Tporokonr 64091742PCR3001, Bepcii 1.0 pociiicekoro MoBoro is Ykpaimm Big 20.08.2021 p.;
Indopmanis nns manienta ta @opma iHbopMoBaHoi 3roau — IIpotokon 64091742PCR3001, Bepcii 1.0
YKpaiHChKOI0 MOBOIO Jiist YKpainu Big 28.09.2021 p.; Indopmaris ans namienta ra @opma inhopmoBaHoi
sroau — [Iporokon 64091742PCR3001, Bepcii 1.0 pociiickkoro MoBoro i Ykpainu Big 28.09.2021 p.;
GTC onmnaiin mpesentamiss UKR09, Bepcis 1.1 ykpaincekoro moBoro Binm 12.01.2021 p.; GTC onnaitn
npesenTariss RUS09, Bepcis 1.1 pociiicbkoro MmoBoro Big 12.01.2021 p.

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

Ne 636 Bin 22.03.2019

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBane, 1aneb0-KOHTPOIbOBaHe, MOJBiIMHE ciine KIiHIYHE AOCHipKeHHS 3 ¢da3u mpenapaty
Hipanapu6 y xomOinauii 3 AGiparepona Auneratom Ta IlpenHizoHom y mopiBHSHHI 3 AOipaTrepoHa
Anerarom Ta [IpenHi30HOM Ui JIIKYBaHHS NAIli€EHTIB 3 METaCTATUYHUM PAKOM IepeIMiXypOBOi 3aJ1031»,
64091742PCR3001, Amendment 5 Big 29.01.2021

3asiBHUK, KpaiHa

«IHCCEH ®APMAIIEBTUKA HB», benbris

Cnoncop, kpaiHa

«IHCCEH ®APMAILIEBTUKA HB», benbris

CynyTHi
MaTtepiaiu/mpenapaTu
CYNYyTHBOI Teparii

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




Jonatok 21

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

BxmroueHHs 101aTKOBUX MiCIlb IPOBEICHHS KJIIHIYHOTO BUITPOOYBAHHS
No I1.1.B. BiAIOBIMAJILHOTO JOCHITHUKA
/i Ha3zpa Micuig mpoBeieHHS KJIIHIYHOTO BUITPOOYBAHHS

1. K.M.H. bpu3ziiieka O.M.

Komynanene HekomepiiiiHe miampueMcTBo «KwWiBcbka MichbKa  KIIHIYHA — IIKipHO-
BEHEPOJIOTIYHA JIIKapHs» BUKOHaBYOro oprany KwuiBchkoi michkoi paau (KuiBcbkoi MichKoOl
JICp KaBHOI aIMiHICTpaIlil), MOJIiKJIiHIKa 3 KabiHeTamu cnenianicTiB, M. Kuis

2. I.M.H., ipod. Anapaiko FO.B.

JIikyBanbHO-/IIarHOCTHYHUI IIEHTP TMPHUBATHOTO IIAMPHEMCTBA «ACKIEIiN», MOJIKIiHIYHE
BUITIJICHHS, M. YKTOPOJT

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

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PangomMizoBaHe, OaraTolleHTpOBE, MOABIAHE ClIiMe, MIane00-KOHTPOIbLOBAHE, 1HTEPBEHIIIMHE KIIIHIYHE
JOCHIJKeHHs 2a a3y Ui OLIHKUA e(EeKTUBHOCTI, Oe3MeuHOCT], (PapMaKOKIHETUKU i IMyHOTE€HHOCTI MpH
BHYTPILIIHBOBEHHUX BBEACHHSX pI3HUX 1103 OepMmekiMady sl JIKyBaHHS JOPOCIMX TMAalI€HTIB 3
aTONIYHUM JIEPMAaTUTOM CEpPeTHbOro a00 Ba)KKOTO CTyNeHs.», 77474462ADM2003, Bix 01.04.2021 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CrnoHcop, kpaiHa

«IHCCEH ®APMAILIEBTUKA HB», benbris

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

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




JonaTok 22

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

3MiHa MicCIsl MPOBEEHHS KIIIHIYHOTO BUIPOOYBaHHS .
byno Crano

k.M.H. Tomax H.B. k.M.H. Tomax H.B.

KomyHnaneHe — HekoMmepuiiiHe — mianmpueMcTBO | Mennunuii 1meHtp ToBapucTBa 3 OOMEKEHOIO
«Micbka mikapHs Ne2» 3amopi3pkoi Mickkoi | BiamoBiganbHicTIO «[HET-09%», M. 3amopixoxs
paau, HEBPOJIOTIYHE BIIIICHHS, M. 3aITOPIKKS

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1360 Big 10.06.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta qaTa

«Binkpure mpogosxenHs gochimkeHHs ARGX-113-1802 myis BHBYEHHS JOBTOCTPOKOBOI O€3MEYHOCTI,
epeHocuMocTi Ta epekTuBHOCTI npenapary Edrapririmon PH20 i migmkipHOro BBEIEHHS y MallI€HTIB
13 XPOHIYHOIO 3aMajbHOIO JeMieliHizyrouoro nosinedponariero (X3/IT)», ARGX-113-1902, Bepcisa 4.0
Bix 07 ciunsg 2021 p.

3asiBHUK, KpaiHa

TosapuctBo 3 OOmexeHow BinnosimaneHicTio «KoHTpakTHO-Jlocminuunpka Opranizauis I[HHOGapM-
Ykpaina»

CrnoHcop, kpaina

argenx BVBA, Belgium/ apmxenke BBBA, benbris

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. resepanbHoro fupexkropa JIlupekropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




JonaTtok 23

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

JIucT-po3’sCHeHHS 10 MPOTOKOIY KiliHigHOTrO BunpoOyBanHs MK-7339-007, Bix 10 Bepecnst 2021 poky,
aHITChKOI0 MOBOIO; Ykpaina, MK-7339-007, sepcis 05 Bix 04 >xoBTHsS 2021 p., yKpaiHCHKOIO MOBOIO,
iH(popMallig Ta JOKYMEHT Npo iHQOPMOBaHY 3rofy JAJs MAalli€eHTa, CTBOPEHAa Ha OCHOBI II0OANBHOTO
mabnony st MK-7339-007, Bepcis 05 Bix 26 Bepecus 2021 p., a TakoX MIa0JIOHY, 3aTBEPIKEHOTO IS
VYkpainu, Bepcis Big 15 ciung 2021 p. ykpaincbkoro MoBow; Ykpaina, MK-7339-007, Bepcis 05 Bin
04 xotHs 2021 p., pociiicbkol0 MOBOIO, iHpOpMamis Ta JOKYMEHT Mpo iH(GOPMOBaHY 3roxy s
MarieHTa, CTBOpeHa Ha OCHOBI robansHoro mabnony ans MK-7339-007, Bepcis 05 Bix 26 Bepecus 2021
p., @ TaKOX MIa0JIOHY, 3aTBEPHKCHOTO I Y Kpainu, Bepcis Bix 15 ciuns 2021 p. pociiicbKOI0 MOBOIO

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBAHHS

Ne 2487 Bin 17.12.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«JocnimkenHsa ¢a3u 2 onanapuly y komOiHamii 3 neMOposizymaOoM y NaI€HTIB 3 paHille JIKOBAaHUM
PO3MOBCIOPKEHUM PaKOM 3 MYTalli€l0 TeHa y CUCTeMi TOMOJIOTiYHOI pekoMmbiHamiitHoi penapaitii (HRRm)
JHK Ta/abo 3 mopymenHsMm romoisoriyaoi pekomOinamii (HRD) JAHK», MK-7339-007, 3
iHKOpropoBaHo1o nonpaskoro 04 Bixg 04 ceprus 2021 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 0OMexeHoro BianopiganbHicTi0 «MCJl Ykpaina»

CrnoHcop, kpaina

«Mepk Ilapn Enn JJoym Kopn.», nouipae nianpuemctBo «Mepk Enn Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTtepiaiu/mpenaparu
CYIyTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Honatok 24

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

BxmtoueHHs 101aTKOBOTO MICIIS TPOBEICHHS BUIIPOOYBaHHS .

No I1.1.b. BiAmOBIAAILHOTO JOCHIIHUKA
n/n HasBa micus nmpoBeieHHs KITIHIYHOTO BUIPOOYBaHHS
1. I.M.H., po¢. Aukia M.JL.

Komynansne Hekomepuiiine mianpuemctBo KwuiBcbkoi oGmachoi pamu «KuiBcbka obnacHa
KJIIHIYHA JIIKApHS», OPTOIE0-TPAaBMATOJIOTIYHIHA 1IeHTp, M. KuiB

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PangomMizoBaHe, MoJBIMHE ciine, Mmiane0o-KOHTpoaboBaHe gochimxkeHHs (a3u Il 3 moBrorpuBamum
BIJKPUTUM MPOJOBXKEHHSIM, L0 NPOBOAMUTHCS B MapaleilbHUX TIpynax JUlsd OLIHKM €(QEeKTHBHOCTI Ta
6esneunocti mnpenapaty TRM-201 (podexokcnb) y mNaieHTIB 3 TeMO(UIIYHOIO apTpomaTierom,
TRM-201-HA-301, 3 inkopniopoBaHoto nornpaskoto 1 Bix 31 0epes3nst 2021 poky

3asiBHUK, KpaiHa

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

Crnoncop, kpaina

Tremeau Pharmaceuticals, Inc., United States

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

B.o. renepasibHoro n1upexkropa Jlupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




JonaTtok 25

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

VYkpaina, MK-3475-826, [ndopmariis Ta goKyMeHT 1ipo iHGOpMOBaHY 3roay il mamieHnTta, Bepeis 2.01
Big 06 xoBTHA 2021 p., yKpaiHChKOIO MOBOW; YKpaina, MK-3475-826, Indopmartist Ta JOKYMEHT PO
iH(dopMoBany 3roay s naiienra, Bepcis 2.01 Big 06 »xoBTHs 2021 p., pociiicbKOI MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2313 Big 12.12.2018

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«PannomizoBane, mojABiHHE ciine, Iutanebo-KoHTposboBaHe nocuipkeHHs III  ¢asm  mopiBHSIHHS
nemoposnizymady (MK-3475) 3 ximioTeparri€eto Ta XiMioTeparri€ero 3 miane0o /i Teparii nepIioi JTiHil npu
NEPCUCTYIOUOMY, pPEeUUAMBHOMY abo MeractatuyHoMy paky wmmiiku wmatku (KEYNOTE-826)»,
MK-3475-826, 3 inkopriopoBaHoto mmonpaBkoro 06 Bix 29 yepBus 2021 poky

3asBHUK, 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
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

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




JlonaTok 26

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK IO IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

dopma iHPOPMOBAHOI 3roJu BariTHOI mapTHepku Bepcis 2.0 mis Ykpainu Big 09 tpaBusa 2021 poky Ha
ocHoBi Maiicrep-Bepcii @I3 BaritHOi maptHepku Bepcis 4.0 Bim 06 kBitHs 2021 poky, yKpaiHCBHKOIO
MoBor; Popma iH(opMOBaHOT 3roau BariTHOI mapTHepku Bepcisd 2.0 mia Ykpainu Big 09 tpaBus 2021
POKy Ha ocHOBI MaiicTep-Bepcii @13 BariTHOI mapTHepku Bepceis 4.0 Bix 06 xBiTHS 2021 poky, pociiichKOI0
MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1012 Big 24.05.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«GALACTIC-1 - Pangomi3oBaHe, TMOJBiiHE cJjime, OaraToOIlEHTPOBE, MapayeibHe, IuIanedo-
KOHTPOJIbOBAaHE MOCHIKeHHs (a3u 2b B ydacHHKIB 13 imionatuyHuM jereneBum ¢iopozom (IJID), mo
BUBYae edexTuBHicTh Ta Oe3nexy GB0139, iHransuiiiHoro iHridiTopa rajJekTHHy-3, 10 BBOJUTHCS Yepes3
cyxomnopomikoBuil iHranarop (CIII) npotsrom 52 tuxuiBy, GALACTIC-1, Bepcia 6.9 Bix 01 kBiTHA
2021 poky

3asBHUK, KpaiHa

«biopaci, En-En-Ci», CIIIA

Crnoncop, kpaina

«[anekto biotex Aby» (Galecto Biotech AB), [lanis

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Teparii

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




Jonartok 27

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

OcHoBHa iH(popmartis mpo gociikeHHs 1 Gpopma iHdopmoBaHoi 3roau, Bepcis 2 Bix 11 cepnusa 2021 p.,
aHIITIHCHKOI0 MOBOIO.; [HpOpManis st manieHTa Ta popma iHGopMoBaHOi 3roau, Bepcis it Ykpainu No
2 Bix 18 cepmus 2021 p. (Ha ocHoBi OcHOBHOI iH(oOpMaIlil nmpo gochimkeHHs 1 popmu iHPoOpMOBaHOT
sroau, Bepcis 2 Bim 11 cepmus 2021 p.) ykpaiHcpkoro MOBO; [Hdopmamis s mamieHta i ¢opma
iH(hopmoBaHoi 3roau, Bepcia ans Ykpainu Ne 2 Bin 18 cepmus 2021 p. (Ha ocHoBi OCHOBHOI iH(poOpMarii
npo pociimkeHHs i Gpopmu iHPopMoBaHOi 3romu, Bepcis 2 Bix 11 cepmast 2021 p.) pociiicbKO0 MOBOIO;
[TociOHMK ydacHUKa JOCHipKeHHd, Bepcis 1 ykpaincekoro MoBorw Bim 06 Bepecust 2021; KepiBHuurBo
y4YacHHKa JOCHIUKEeHHs, Bepcis 1 pociiicbkoro MoBoro Big 06 Bepecust 2021; Jlucr-nonsika, penakuis 4.0,
ykpaincbkoro MoBoro Bin 07 kBiTHs 2020p.; Jlucr-moasika, penakuist 4.0. pociiicbkO0 MOBOIO BiJ 25
oepesns 2020p.

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

Ne 1966 Big 15.09.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«EdextuBHicTh Ta Oe3neuHicTs npenapaty SAR441344 npu siKyBaHHI CUCTEMHOI'O YEPBOHOI'O BOBYAKaA!
paHaoMi30BaHe, TMOJBIMHE cline, MIane00-KOHTPOIbOBAHE NOCTiMKeHHs (a3u 2 A MiATBEpKEHHS
konnemniin, ACT17010, Bepcis 1 Big 31 TpaBus 2021 poxy

3asiBHUK, KpaiHa

TOB «Cano¢i-ABenric Ykpaina»

CnoHcop, kpaiHa

sanofi-aventis recherche & developpement, France (Canodi-ABeHnTic peniepiu e aeBenonMan, OpaHiris)

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

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




JonaTok 28

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

VYkpaina, MK-8189-008 Bepcis 1.02 Big 30 BepecHs 2021 poky, ykpaiHChbKOIO MOBOM, IHpopMmaris Ta
JOKYMEHT TIpo iHpopMOBaHy 3roy Juis mamienTta; Ykpaina, MK-8189-008 Bepcis 1.02 Big 30 BepecHs
2021 poky, pociiicbkko0 MOBOIO, IHopmariis Ta AOKyMEHT mpo iHGOpMOBaHY 3roay MAJs MAlli€HTa;
Bpomrypa nocmiganka MK-8189, Bunanns 9 Bin 17 Bepecus 202 1p., aHTTIiHCHKOI0 MOBOIO

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 422 Bin 10.03.2021

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta JaTa

«PanmomizoBaHe, MOJIBiHE-CITINE, 3 TUIANE00 Ta aKTUBHUM KOHTPOJIEM JIIKyBaHHS nociimpkeHHs 2b da3u
edexTuBHOCTI Ta 6e3neunocti MK-8189 y manieHTiB 3 roctpum emizonom mmzodpenii»n, MK-8189-008, 3
1HKOpriopoBaHoto nornpaskoro 02 Bix 24 nucronana 2020 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHoro BianosinanbHicTiO «MCJl Ykpaina»

CrnoHcop, kpaina

«Mepk Ilapn Enn JJoym Kopn.», nouipne nianpuemctso «Mepk Enpn Ko., Ink.», CILIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTtepiaiu/mpenaparu
CYMYTHBOI Tepamii

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




JonaTok 29

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

VYkpaina, MK-3475-A86, [ndpopmariist Ta TOKyMeHT mpo iHGopMOBaHy 3roay I maiienTa, Bepcis 01 Bix
04 sxoBtHs 2021 p. ykpaiHChKOIO MOBOIO; Ykpaina, MK-3475-A86, Indopmariss Ta TOKYMEHT HpO
iH(hopMoBany 3roay ais naiienra, Bepcist 01 Bix 04 sxoBTHA 2021 p. pocilicbKO0 MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1326 Big 02.07.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«Bigkpure, panaomizoBaHe mociipkeHHs Il da3m mis BuBYeHHS (GapMaKOKIHETHMKH Ta OE3MEYHOCTI
nemMOpoi3ymMady Ui MiIMIKIPHOTO BBEACHHS MOPIBHSHO 3 MEMOpOJiZyMaOoM JUIsi BHYTPIITHBOBEHHOTO
BBE/ICHHS, B KOMOIHAIIl 3 TBOXKOMIIOHEHTHOIO XiMIOTEpari€ro mnpenapaTamMu IJIaTHHU, B SKOCTI IEpIIoi
miHil  Tepamii 1 yYaCHUKIB 3 METACTaTUYHUM IUIOCKOKJIITUHHUM a00 HEIJIOCKOKJIITHHHUM
He/IPIOHOKIITUHHUM pakoM JereHiBy, MK-3475-A86, Bepcis 3 iHKopropoBaHoro momnpaBkoro 01 Bix
26 tpasus 2021 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHoto BianoBiganbHicTIO «MCJl Ykpaina»

CnoHncop, kpaina

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

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

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




Honatox 30

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

Marepianu s marieHTiB: bpomrypa ydacHuka mgocimimkenHs, Bepcis 2.0 Bim 10 cepmas 2021 poky,
YKpaiHCBKOIO Ta pociiickkoro MoBamu; Pexnamumii Iloctep «232298 UKR Recruitment 20210810 v2.0
Russian /Ukrainian Poster», Bepcisa 2.0 Bix 10 cepnust 2021 poky, YKpaiHCBKOIO Ta POCIHCHKOI0 MOBaMU;
Bitaneauii Oyxmer, Bepcist 2.0 Bim 10 cepmuas 2021 poky, YKpaiHCBKOIO Ta POCIHCHKOI MOBAaMU;
HloneHHuKk mamieHTa i AOCHiIKyBaHoro mpenapaTy Ta BBeneHHs ao3u (GALAXI AHA Diary UKR
Russian/Ukrainian 10 August 2021 FINAL), Bepcis Big 10 cepmus 2021 poky, yKpaiHCBKOIO Ta
pociiicbkoro MoBamu; IllomeHHuk ywacHuka npociuigxkeHHs @a3za JOBMOCTPOKOBOTO JI0JAATKOBOTO
nikyBaHHs: TwxkHI 48-252 (GALAXI Subject Diary Card LTE (Ukraine-Ukrainian)/(Ukraine-Russian)
20210810 2.0), Bepcig 2.0 Bim 10 cepmust 2021 poky, yKpaiHCBKOIO Ta pociiickkoro MoBamu; Jluct
yuacHuKy nociipkenHs «232298 UKR Recruitment 20210810 v2.0 Russian/Ukrainian Dear Patient
Letter», Bepcis 2.0 Big 10 cepnast 2021 poky, YKpaiHCBKOIO Ta pOCIMICHKOI0 MOBaMU

Howmep Ta nara Hakazy
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOTO BUNTPOOYBaHHS

Ne 1962 Bi7 29.10.2018

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBaHe, MojBiiiHe ciiine, M1aned0-KOHTPOIbOBAHE Ta 3 AKTUBHUM KOHTpOJIEM, 0araTolEeHTPOBE
nociipkeHHs ¢a3u 2/3, 1m0 TPOBOIUTHCA y MapaleIbHUX TPyMax 3 METOH OIHKUA €()EeKTUBHOCTI Ta
0e3MeyHOCTI rycenbkyMaly y naiieHTiB i3 XxBopoOoro Kpona B akTuBHil (a3l Bia cepeJHbOro 10 BaXKKOTO
ctynens Tsokkocti», CNTO1959CRD3001, 3 nonpaskoro 3 Bix 20 xoBTH 2020 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa

Janssen Pharmaceutica NV, Belgium / fluccen @apmanestuxka HB, benbris

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

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




Honatok 31

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

3MiHa Ha3BU MICIS MPOBEACHHS KJIIHIYHOTO BUIPOOYBAHHS .

byno

Crano

3aB. Big. Makenouceka [. B.

KomyHaneHe  HEKOMepLiHE  MiANPHEMCTBO
«Micpka JuTAYa KIIHIYHA  JiikapHsS ~ NoS»
JIHIMPOBCBKOI ~ MICBKOI ~ pajau, HEBPOJIOTIYHE
BIJIIUIGHHS MOJIOAIIOTO BiKY, M. J[HINpo

3aB. BiJ. MakenoHcbeka [. B.
KomyHanbsHe
«Micpka guTdYa KiiHIiYHa JnikapHi No  6»
JIHIPOBCBKOI ~ MICBKOT ~ pajau, HEBPOJIOTIYHE
BiJIJIGHHS MOJIOAIIOTO BiKYy, M. J[HImpo

HEKOMEpIIifHEe  MiAIPUEMCTBO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 422 Bin 10.03.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararonieHTpoBe, BIIKpUTE IOCHIIKEHHS 3 OIHIEIO0 TPYNOI Ui OLIHKM JIOBrOTpUBasioi Oe3MeKw,
NEePEHOCUMOCTI Ta e(heKTUBHOCTI OpiBapalneraMy B YYaCHHMKIB JOCIIDKEHHS BIKOM Bia 2 10 26 pokiB i3
JTUTSYO0I0 aOCAaHCHOIO eMJIETICiEr0 a00 IOBEHIIbHOI abcaHCcHOo emiernciero», EP0132, 3 inkopmopoBaHoo

nonpakoro 2 Big 29 Gepesns 2021 poky

3asiBHUK, KpaiHa

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

Crnoncop, kpaina

UCB Biopharma SRL, Belgium

CynyTHi
MaTtepiaiu/mpenaparu
CYIyTHBOI Tepamii

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

Isan 3AZIBOPHHUX




Jonatok 32

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

[HdopmariitHuii TucTOK marienTa ta popma iHpopmMoBaHoi 3roau, Bepcis 3.0 mis Ykpainu Big 06 xKOBTHS
2021 poky, nepekiaz yKkpaiHCbKO MOBOIO Bif 12 sxoBTHs 2021 poky; Indopmariitnuii mucTok namieHTa
ta hopma inopmoBanoi 3roau, Bepcis 3.0 ana Ykpainu Big 06 sxoBTHS 2021 poky, nepexia pociiChKo0
MOBO¥O Bij 12 xoBtHs 2021 poky

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1265 Big 23.06.2021

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta JaTa

«PannomizoBane Biakpute mocmimpkenHs Il dasm 3actocyBanHs mpemapary xocubOenimad (CK-301) y
MOETHAHH] 3 XiMiOTepami€ero MeMeTPEeKCeIoM Ta MpenaparoM IJIATHHHU y SKOCTI Tepamii mepuroi JiHil y
MAIi€HTIB 13 METACTaTHYHWUM HEIUIOCKOKIITHHHAM HEIPIOHOKIITHHHUM pakoMm JereHi», CK-301-301,
Bepeid 1.0 Bix 12 ciyns 2021 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 06MexkeHoI0 BifnosiganbHicTIo «OCT YKPATHA»

CrnoHcop, kpaina

UYexknoint Tepam ' totike, [HK., CIIIA (Checkpoint Therapeutics, Inc., USA)

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

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




Jonatok 33

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX

BUIIPOOYBaHb»

11.11.2021 Neo 2481
InenTudikamis cyrreBoi OnHoBeHHH TPOTOKON KiiHiYHOTO BuIpoOyBanHs PR200-102, Bepcis 2.0 Bim 18 wuepsus 2021p.,
MTOIIPaBKH aHTIIICHKOI0 MOBOIO; [H(opMaIis 11 ydacHUKa JOCTipKeHHS 1 hopma iHpopMoOBaHOi 3roau, Bepcis 2.0

Bix 30 uwepBHsa 2021 p., ykpaiHCbKOIO Ta pociiicbkoto MoBamu; Jlonarok no Indopmanii ans ydacHuka
nociimkeHHs 1 ¢opmu iHpopmoBanoi 3romau, Bepcis 01 Big 30 wepBHs 2021 p., ykpaiHChKOIO Ta
pociiicekoro MoBam#u; [HCTpyKIist 31 300py 3pa3kiB Kaiy — 30ip 3pa3KiB y JOMamIHiX ymoBax, Bepcis 2.0
Bix 03 uepBHa 2021 p., ykpailHCHKOIO Ta pociiicbkoro MoBaMu; KapTka 3 IHCTpYKIIISIMU 7S TTAIliEHTa 100
yuacTi B nociipkenHi, Bepeis 02 Big 24 wepHst 2021 p., yKpaiHCBKOO Ta pociiicbkoto MoBamu; OHOBIICHA
Bpomrypa nociignuka PRA023, Bepcis 2.0 Bing 18 yepBusa 2021 p., anruilicbkoro MoBoio; OHoBiene Jlocke
Ha JociipKyBaHui Jikapeskuit 3acid (PRA023) Bepcis 3.0 Bix 05 cepras 2021 p., aHTTiHCEKOI0 MOBOIO;
[TomoBxkeHHsT TepMiHYy MNPUIATHOCTI AOCHIIKYBaHOro Jikapchbkoro 3aco0y PRAO023, xoHueHTpar amns
po3unny s iHPy3id 500 mr/8.4 mi (60 mr/mi) 3 18 mo 24 wmicsauiB; 3anydeHHsS JOAATKOBHX MiCIlb
MIPOBEJICHHS KJIIHIYHOTO BUIPOOYBaHHS !

No I1.I.b. BiMOBIAAJIbHOTO AOCIITHUKA

n/m HasBa micus npoBeieHHs KITIHIYHOTO BUIPOOYBaHHS

1. n.M.H. Munung K.M.

KomyHansHe HekoMepIiiiiHe mianpueMcTBo «Micbka JikapHsa Ne9» 3anopi3pkoi MICBKOT paau,
racTpoXipypriuie BiJJIUICHHs, M. 3alopiioKs

2. k.M.H. Hemrra B.B.

MenuyHuii  HEHTp  TOBapucTBa 3  OOMEXKEHOK  BiamoBijanbHICTIO  «JliaeHTp»,
TraCTPOCHTEPOJIOTTYHE BJIUICHHS, M. 3arlOPIKKS

3. I.M.H., ipo¢. CraniciaBuyk M.A.

KomyHanpHe HekoMepiiiiiHe mianpueMcTBo «BiHHMIIBKAa o6iacHa KIIIHIYHA JIIKapHA
iMm. M.L. TTuporoBa Binnuinpkoi obGnacHoi Pamm», OOmacHuii crenianizoBaHuUN KIIHIYHUN
ractpoenteposioriuanii [leatp, M. Binauis




2 MPOJIOBXKEHHS ToaaTKa 33

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

Ne 1586 Bix 29.07.2021

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«bararomneHTpoBe, TOJBIHE crine, IUIaNe00-KOHTPOIbOBAHE JOCHIKeHHS (a3 2 s OIliHKU
Oe3reyHocTi, epekTuBHOCTI Ta (papmakokiHeTuku mpenapatry PRA023 B skocTi iHayKmiiHOI Tepamii y
MAII€HTIB 13 aKTUBHUM BHPA3KOBUM KOJIITOM BiJ] IIOMIPHOTO JI0 BaXKKOTO CTYyIEHS TsLKKOCTI», PR200-102,
Bepcis 1.0 Big 11 6epesnst 2021 poky.

3asBHUK, KpaiHa

TOB «biomamnacy, Ykpaina

Cnoncop, kpaiHa

«[Ipomereyc Baitocaiiencis [uk.»/ Prometheus Biosciences, Inc., CLIA

CynyTtHi
Marepiaiau/mpenaparu
CYITYTHBOI Tepartii

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




Honatok 34

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK IO IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris cyrTeBoi
MOTIPaBKH

OnoBnenuii potoko, Bepcist 7.0 Big 16 cepmast 2021; OcHoBHa iHdopmartis 1 Gpopma iHGOpMOBaHOT
3roM y4YacHHWKa JOCHIKeHHsS, JactuHa 2, (mis kpainm) Bim 25 cepmus 2021. Kox KB: 1336-0011.
BICTMS Bepcis: M2 07 UKRO06. MoBa Bepcis Ta nmara: ykpaincbka Ta pociiiceka 01 (10 BepecHs
2021); Onosniene Jlocke mocmiKyBaHoro Jikapcbkoro 3aco0y (IMPD) BI 836880, po3unn s iHY3II,
10mr/ma, Bepceis 02 Big 25 ceprins 2021; 3mina Ha3Bu npotokony KB:

bYJIO

CTAJIO

«Bigkpute mocmimkenns ¢asu Ib 3 mixdopy no3u
Bl 836880 y xomGinamii 3 Bl 754091 mus
XapaKTePUCTUKH OE3MEYHOCTI, TMEPEHOCHUMOCTI,
(bapMaKOKiHETHKH, bapMakoTuHAMIKH Ta
e(eKTUBHOCTI Yy MAIlI€HTIB 3 MiCLIEBONOIIUPEHUM
abo METaCTaTUYHUM HETUTOCKOKJTI THHHAM
HEJPIOHOKIIITHHHAM pPAaKOM JIETE€HI Ta IHIIUMH

«Biakpute nocnimkenns ¢asu 1b 3 migdopy m03u
Bl 836880 y xombOinHamii 3 e3abeHIiMaOOM ISt
XapaKTEPUCTUKNA OE3MEYHOCTI, IMEePEHOCHUMOCTI,
(bapMaKOKiHETHKH, bapMakouHAMIKK Ta
e(EeKTUBHOCT] Yy MAlli€HTIB 3 MiCIEBONOIIUPEHUM
abo METaCTaTUYHUM HETUTOCKOKJTI THHHAM
HEJIPIOHOKIIITHHHUM PAKOM JIET€HI Ta 1HIIUMH

COJ'Ii]:[HI/IMI/I IMyXJIMHaAMHW»»

COJ'Ii}IHI/IMI/I MMyXJIMHAMHU»

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

Ne 662 Bin 16.03.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Binkpure pocmimkenHs ¢aszu Ib 3 mipbopy mo3u Bl 836880 y komGimamii 3 BI 754091 mns
XapaKTepUCTUKU OE€3MEYHOCT1, MEPEHOCUMOCTI, (PapMaKOKIHETUKH, (papMaKoIUHAMIKU Ta €(EeKTUBHOCTI Y
MAIIE€HTIB 3 MICIIEBOMOMIMPEHUM a00 METACTATHYHUM HETUIOCKOKIITUHHHUM HEAPIOHOKIITUHHUM PaKoM
JIeTeH1 Ta IHIIMMH COJTHUMU TyxauHaMuy», 1336-0011, Bepcist 6.0 Big 18 nmuctomana 2020

3asBHHUK, KpaiHa

TOB «IOKYMEJIC» («CIA JOKYMEJIC»), JIaTBis

Cnoncop, kpaiHa

Boehringer Ingelheim RCV GmbH & Co KG, Asctpis

CynyTHi
MaTepiaau/mpenapaTu
| CyIyTHBOI Teparii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonatok 35

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

1.1.35. OHOBNIEHUH MPOTOKOJI KJIIHIYHOTO JociifkeHHs 3 mompaBkoro 04, Bepcis 1 Bim 02 BepecHs
2021 poky, aHriiiicekor MOBOI; bpormrypa nocmigHuka Jikapcbkoro 3acody SAR439859, penakiist N5
Bim 02 cepmusa 2021p., anrmiiickkoro MoBoro; OcHoBHa iH(pOpMalis MPO AOCHIIKEHHS Ta ¢opma
iHpopmoBanoi 3roam, Bepcis 4 Big 02 Bepecus 2021p., aHridchrK0I0 MOBOIO; [HbOpMaris 1uis mamienTa i
dbopma indopmoBanoi 3roau, Bepcis Ne 3 nns Ykpainu Big 08 BepecuHs 2021p. (ma ocHoBi OCHOBHOT
iHpopmanii mpo nmocmimkeHHs 1 ¢opmu iHPopmoBaHOi 3roam, Bepcis 4 Bim 02 Bepecus 2021p.)
yKpaiHCbKO10 MOBOMO; [HopMarttis s namienTa i Gpopma iHbopMoBaHoi 3roau, Bepcist Ne 3 s Ykpainu
Bix 08 Bepecus 2021p. (Ha ocHoBi OcHOBHOI iHpOpMaLii po gociimkeHHs i Gopmu iHPOPMOBAHOI 3roaH,
Bepcis 4 Bin 02 Bepecus 2021p.) pociiicbkoro moBoro; EFC15935 — [llogeHHuk mpuiioMy AOCHTIIKYBaHOTO
npenapary. [HcTpykuii st yaacHuka pociimkenns, Bepcis 4.0 Bix 20 ceprmus 2021p., yKpaiHCBKOIO Ta
pociiicbkoro moBamu; EFC15935 — Ilonennuk mnpuiiomy nociigkyBaHoro mnpemapatry — Jomatok 1,
Bepcia 4.0 Bim 20 cepmust 2021p., ykpaiHcbkoro Ta pocidicbkoro moBamu; EFC15935 — IloaeHHuk
npuiioMy aocnipKyBaHoro npemnapaty — Jlomatok 2, Bepcisa 4.0 Big 20 cepnust 2021p., ykpaiHChKOIO Ta
pociiicbkoro mMoBamu; EFC15935 — Ilonennuk mnpuilomy nociigkyBaHoro mnpemnapary — Jlomatok 3,
Bepcia 2.0 Bix 20 cepmus 2021p., ykpaiHcbkor Ta pociiickkoro mMoBamu; EFC15935 — IloneHHuk
npuiioMy nocnipkyBaHoro npenapaty — Jonatok 4, Bepcis 2.0 Bix 20 cepnus 2021p., ykpaiHCBKOIO Ta
pociiicekoro MoBamu; EFC15935 — IllogenHuk mpuiiomy JIociijkyBaHoro mnpemnapary — Jlomatok S5,
Bepcis 2.0 Big 20 cepmHs 2021p., yKpaiHCbKOIO Ta POCIHCBKOIO MoBamH; CKpPIHIIOTH J10JATKY
nociimxenHs EFC15935 na mo6inbauii npuctpiit (IRB Screens), Bepcis 1.0 Big 27 Bepecus 2021 poky,
YKpaiHCBKOIO Ta POCICbKOI0 MOBaMHU

Howmep Ta nata Hakazy
MO3 om0 3aTBEpAKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2917 Bin 15.12.2020




2 MPOJIOBXKEHHS JoaTKa 35

Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«PangomizoBane, OaraTolneHTpPOBE, IMOJBIMHE ciine AoCHiKeHHs 3 (a3u mpemapary amIleHeCTpaHT
(SAR439859) y koMOiHarrii 3 maadoukiIiooM y MOpiBHIHHI 3 JIETPO30JI0M Yy KOMOIHAITIT 3 MaaOoukiIiooM
st mikyBanHs manieHTiB 3 ER(+), HER2(-) pakom MoioyHOi 3amo3u, sIKi paHimie HE OTPUMYBAIU
CHCTEMHOT'O MPOTHPAKOBOTO JIKYBaHHS MOUIMPEHOro 3axBoproBaHHs», EFC15935, 3 mompaskoro 03,
Bepcis 1 Bixg 16 rpyanas 2020 poky

3asiBHUK, KpaiHa

TOB «Canogi-ABenric Ykpaina»

CnoHcop, kpaina

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

CynyTtHi
MaTepianu/mpenapari
CYNYTHBOI Teparii

B.o. renepanbHoro aupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€e3MeUeHHS IBan 3AZIBOPHUX




Jonatok 36

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK IO IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

OnoBieHu# TPOTOKOI KiIiHIYHOTO BUnpooyBanus D8530C00002, Bepcis 5.0 Bix 15 BepecHs 2021 poky

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1636 Big 20.07.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«SERENA-2: Pannomi3oBane, BiIKpUTe, y MapaliebHUX Ipynax, 0araToreHTpoBe JOCHTIKEHHS da3u 2
MOpiBHIHHS €(EeKTUBHOCTI Ta O€3MeYHOCTI nepopaibHoro npemnapaty AZD9833 1 dynBecTpaHTa y KiHOK
3 nommpennM ER-nmosutnBarnM HER2-HeratnBHuM pakom Mostounoi 3aimo3uny», D8530C00002, Bepcis 4.0
Bix 16 rpyaus 2020 poky

3asiBHUK, KpaiHa

TOB «(ITAPEKCEJI Ykpaina»

CrnoHcop, kpaina

Actpa3eneka Ab, I1IBewis / AstraZeneca AB, Sweden

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

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




Honatox 37

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK IO IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris CyrTeBoi
MOTIPaBKH

OHoOBJIEHUH TPOTOKON KIHIYHOrO BUMpoOyBaHHs, Bepcis 05 Bim 17.06.2021; OnoBieHWit 3BIiT 3
JOCITIKeHHs1 010€KBIBaJICHTHOCTI in vitro, Bepcis 01 Bix 15.09.2021

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1143 Big 15.05.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«KitiHiYHE TOCIIHPKCHHS 3 OILIHKH O10€KBIBaJCHTHOCTI JIKAPChKUX 3aco0iB «lIperamon», Kamcymau o
300 mr, Bupobuunrsa [TAT HBII «bopmaricekuit XdD3» ta «Lyrica», kancynu o 300 mr, BUpoOHUIITBA
Pfizer 3a ygactio 3m0poBux no6posonsiis», BHFZ B-1901, Bepcis 04 Bix 07.12.2020

3asiBHUK, KpaiHa

ITAT HBLI «bopmarisebkuit XP3», Ykpaina

CrnoHcop, kpaina

ITAT HBI] «bopmariscbkuii XD3», Ykpaina

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

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




Jonatok 38

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.11.2021 Ne 2481

Inentudikaris cyrTeBoi
MOTIPaBKH

OHOBJIEHUH TPOTOKOJN KIIHIYHOrO BUIPOOYBaHHs, Ko BumnpoOyBaHHs: KVZ-NMV, Bepcis 2.0 Bix
12.07.2021; Ononena InguBimyanpHa peecTpaniiiHa ¢opma kimiHiyHOro BuIpoOyBaHHsI KVZ-NMV,
Bepcisa 3.0 Big 12.07.2021 p; onoBneHa Indopmaris mis mamieHTiB Ta Gopma iHPOPMOBAHOI 3T0aM»
KIIiHIYHOTO BHIpoOyBaHHS, ko1 BunpoOyBanHs: KVZ-NMV, Bepcis 3.0 Big 12.07.2021 p (ykpaiHCBKOIO
Ta pOCIHCHKOIO MOBAaMH); OHOBICHHMH 3pa30K MapKyBaHHS IS JIOCITI/DKYBAaHOTO Tpenaparty Bij
12.07.2021; onoBieHU# 3pa30K MapKyBaHHs JJs pedepeHTHoro npenapaty Bix 12.07.2021; Brmodenns
JOJJATKOBOT'O MiCIIsl KJIIHIYHOTO BUIIPOOYBaHHS:

No [1.I.B. BiMOBIAIEHOTO JOCITITHAKA

/i Ha3zpa Micuisg mpoBeieHHS KJIIHIYHOTO BUITPOOYBAaHHS

1. K.M.H. AGpamenko A.B.
Komynanene HexomepuiiiHe mianmpueMmctBo KuiBchkoi obmacHoi pamu «KwuiBcbka obGnacHa
KIIIHIYHA JTIKapH», BIIIUICHHS CyIMHHO] Xipyprii, M. Kui

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

Ne 1012 Big 24.05.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«[lopiBHsIbHA OllIHKA eeKTHUBHOCTI Ta nmepeHocumocti npenapary Hopmosen 1000, tabieTku, BKpUTI
TUTIBKOBOIO 000510HKO10, 110 1000 Mr, BUupoOHUIITBa AT «KUIBCKUI BITAMIHHUI 3ABO/l», Ykpaina
1 npenapary J[lerpamekc® 1000 wmr, TabmeTku, BKPUTI IUIIBKOBOIO OOOJOHKOI, BHPOOHUIITBA
«JIaboparopii Ceps’e Ingactpi», @paHiis y Nali€HTIB 3 XPOHIYHOI BEHO3HOK HEIOCTATHICTIO HMXKHIX
KIHITIBOKY, KVZ-NMV, Bepcis 1.0 Big 03.04.2021 p.

3asiBHUK, KpaiHa

AT «KHUIBCbKWH BITAMIHHUM 3ABO/1», Vkpaina

CrnoHcop, kpaiHa

AT «KHUIBCbKWH BITAMIHHUM 3ABO/1», Vkpaina

CynyTHi
MaTtepiaiu/mpenaparu
| CyIyTHBOI Teparii

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




