Jomatox 1

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 17 rpyans 2021 poxy

Ne 2814»

8.02.2022 Ne 255
Inentudikaris cyrreBoi OnoBnenuid mpoTokoa kiiHiyHOro pociimkeHHs NORM-01, Bepcis 04 Bim 23 cepnus 2021 poky,
IIOIIPABKH aHTJIICBKOI0 MOBOIO; bpomrypa mocmigauka, mpernapar HeroHopm, Bumanns 02 Bix 29 nmcrtomana

2021 poky, aHrmiicekor0 MOBOW; IH(opmamiitHuii mucTok 1 Gopma iHPopMoOBaHOI 3roau st OaTHKIB
narienTa, Bepcis st Yipainu 4.0 Big 14 rpynas 2021 poky, yKpaiHCBKOIO Ta POCIHICBKOI0 MOBaMHU

Howmep ta nata Hakazy Ne 1773 Big 20.08.2021
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3sBa kniniuHOrO «[IpocriekTuBHE BiIKpUTE HEMOpPIBHSUIbHE OaraTtouneHtpoBe nociipkeHHs I ¢asu ang  ouiHkum

BUIIPOOYBaHHS, KO/, (bapMaKoOKiHETUKH, €(PEKTUBHOCTI, IEPEHOCUMOCTI Ta 0€3MeYHOCTI MpenapaTy iIMyHOTJI00YJIiH JTIOAUHY JUIs

BepcCis Ta Jata nigmKipHoro BBeieHHs (HproHOpM) y MaIlieHTIB 13 NEPBUHHUMH IMYHOAE(PIUTHUMH 3aXBOPIOBAHHIMU,
NORM-01, Bepcis 03 Bix 05 TpaBHs 2021 poky

3asBHUK, KpaiHa TOB «IIpem’ep Pecepu Ykpaina»

CnoHncop, kpaiHa «OxTadapma dapmareBTuKa [Mponykrionclec M.0.X» (Octapharma Pharmazeutika
Produktionsges.m.b.H.), ABcTpis

CynyTtHi —

Mmarepianu/npenapaTi

CYyMyTHBOI Tepamii

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




JlopaTok 2

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Big 17 rpyans 2021 poxy
Ne 2814»

8.02.2022 Ne 255

Inentudikaris cyrreBoi
MIOTIPaBKH

Jocbke nocnigxyBaHoro Jnikapcekoro 3acody BGB-A1217 (Onunepaimad (Ociperlimab), Bepcis 3.2 Bin
11 mucronana 2021 poky aHrmiichko MOBOIO; Jlocke mociiKyBaHOTO JTiKapchkoro 3aco0y BGB-A317
(Tucnenizymab (Tislelizumab), Bepcis 2.0 Bix 10 mucronaaa 2021 poky aHTIIHCEKOI0 MOBOIO; 3aTy4eHHS
JOJATKOBUX BUPOOHUKIB JUIsL JOCIHIDKYBAaHOTO JiKapchkoro 3aco0y BGB-A1217 (Omunepnimald
(Ociperlimab)), xoHueHntpar ans po3uuHy g iHGY31d, 20 mimirpam/mininitp: BeiGene Guangzhou
Biologics Manufacturing Co., Ltd., Kutaii; Fisher Clinical Services Inc., CIIIA; Fisher Clinical Services
PTE Ltd., Cinranyp; 3amny4eHHs 00JaTKOBUX BUPOOHMKIB Ui TOCIHIIPKYBAHOTO JIKApCHKOTO 3aco0y
Tucnenizyma6 (Tislelizumab) (BGB-A317, TUCJIEJI3YMAB (TISLELIZUMAB), koHIEHTpaT st
po3uuny ais iHdy3ii, 10 minirpam/mininitp: Fisher Clinical Services Inc., CIIIA; Fisher Clinical Services
PTE Ltd., Cinranyp; [TonoBxeHHsI TepMiHYy HpUIATHOCTI TOCIIIKYBAaHOTO JiKapchbkoro 3acody BGB-
A1217 (OnunepnimMad (Ociperlimab)), koHueHTpaT i po3unHy Aias iHQy3id, 20 minirpam/MUIIiTp, 3
18 1o 24 micsuis; [TogoBkeHHs TEPMIHY PUIATHOCTI JOCIIHKYBAHOTO JIIKApChKOTO 3aco0y Tucnenizymad
(Tislelizumab) (BGB-A317; TUCJIEJII3YMAB (TISLELIZUMAB), KOHIEHTpaT yisi pPO3YHHY ISt
1HOy31i, 10 mumirpam/minimitp, 3 30 7o 36 micswiB

Howmep Ta nata Hakazy
MO3 moa0 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1265 Bix 23.06.2021

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Jlocmimkennss ¢asu 2 3 BHBUYCHHs edekTUBHOCTI Ta Oesmeunocti Tucnenizymady (BGB-A317),
MOHOKJIOHaJIbHOTO aHTuTIa 1o PD-1, y moennanni 3 mpenapatoMm BGB-A1217, MoHOKIOHaTBbHUM
antutiioM a0 TIGIT, abo Ge3 HbOrO B MAIIEHTOK 3 PEUUAMBYIOUUM ab00 METAaCTaTUYHUM PAaKOM HIMHKU
MaTKH, Kl paHille OTPUMYBAJIH JIIKYBaHHS 3 MPHUBOJY JAaHOTO 3axBopioBaHHs», BGB-A317-A1217-202,
Bepcis 0.0 Bix 04 Bepecust 2020 poky




2

MPOJIOBKEHHS ToAaTKa 2

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIANOBIJAJIBHICTIO
ACCOVYIIMENTC YKPAIHA» (TOB «®PA YKPAIHA»)

«PAPMACBIOTIKAJI PICEPY

Cnoncop, kpaiHa

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

CynyTHi
Mmarepianu/mpenapaTi
CYyNyTHBOI Tepanii

B.o. renepanbHoro rupexkropa JIupexkropary

(papmaneBTHYHOTrO 3a0€3MeYeHHS

IBan 3AZIBOPHHUX




JlonaTok 3

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 17 rpyanst 2021 poxy
Ne 2814»

8.02.2022 Ne 255

Inentudikaris cyrreBoi
MIOTIPaBKH

Omnosneni cekuii Jlocke mocmimpkyBaHoro Jikapcekoro 3aco0y: Cekuis «Bcerym» (approved on 06-Dec-
2021); Cekii mis Cyocranmii Avibactam Sodium: S.2.1 «Bupo6uuk (-u)» (approved on 06-Dec-2021);
S.4.4 «Anamni3 cepiit» (approved on 06-Dec-2021); S.7.1 «BucHOBKH MIOJ0 CTaOLIBHOCTI Al CyOCTaHIII»
(approved on 06-Dec-2021); S.7.3 «/lani om0 crabinsHOCTI 1Tt cyocTaniii» (approved on 06-Dec-2021);
Cexuii nns Jlikapeskoro 3aco0y Avibactam Lyophilisate (Concentrate for Solution for Infusion, 600 mg)»:
P.3.1 «Bupobuuk(u)» (approved on 06-Dec-2021); P.8.1 «BucHoBku miofo crabinbHOCTI» (approved on
19-Aug-2021); P.8.3 «/lani momo crabinpHOCTI» (approved on 19-Aug-2021); IlogoskeHHsS TepMiHY
MPUIATHOCTI TOCIIPKYBaHOTO JliKapchkoro 3aco0y AibakTam (Avibactam), MOPOLIOK AJIsi HPUTOTYBAaHHS
KOHIIGHTpATy AJIs po34MHy Ui iHQY3ii, 600 Mmr, 3 24 10 36 Mmics1iB

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 1465 Big 08.08.2018

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«[IpocnekTBHE paHIOMi30BaHE OaraTOLEHTPOBE BIAKPUTE MOPIBHsUIBHE JOCHikKeHHS (a3u 3, 1o
MPOBOJUTHCS B MapaleIbHUX TPpyHax i3 3aciiIICHUM HEHTPAIGHUM OI[iHIOBAaHHSIM 3 METOI0 BH3HAYCHHS
e(EKTHUBHOCTI, OE3MEYHOCTI Ta TEePEeHOCHMMOCTI KOMOiHamii a3rpeoHaMm-aBiOaktam (ATM-AVI)
+merponigazon (MTZ) y nopiBHsHHI 3 MeponeHeM*koiicTiH (MER+COL) ans nikyBaHHS cepHO3HUX
iHQeKIi#, 3yMOBIEHNX I'PaMHETaTUBHUMHU OakTepisiMH, BKIIOYHO 31 CTIMKMMM 10 0araTOKOMIIOHEHTHHX
JTKApChKUX 3ac001B 30yHUKaMH, 10 MPOIYKYIOTh MeTano-Oeta-nakramaszy (MBL), nns sxux BapianTh
JiKyBaHHs1 oOMexeHi abo BiacyTHi», C3601002, 3 monpaskoto 1 Bix 05 numus 2018 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»




2

MPOJIOBXKEHHS 101aTKa 3

Cnoncop, kpaiHa

«@aitzep Iuk.», CIIIA / Pfizer Inc., USA

CynyTHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

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

Isan 3AZIBOPHHUX



Jonmarok 4

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 17 rpyans 2021 poxy

Ne 2814»

8.02.2022 Ne 255
Inentudikaris cyrreBoi Omnosnenuit po3ain 3.2.S pocbe JI3 guselkumab (CNTO1959), 3a kBitens 2021 p.; OHOBIEHHI po3ALl
MOTIPABKU 3.2.P nocwe [1JI3 guselkumab (CNTO1959), monepenubo 3armoBHeHM# mmpuil, 1 mi, 100 mr/mit, 3a )KOBTEHB

2021 p.; Onosnenuit po3ain 3.2.P gocke guselkumab (CNTO1959) nnane6o, nmomnepeniHbo 3amoBHEHUN
mmpuit, 1 mi, 100 mr/mn, 3a xoBreHb 2021 p.; OnoBnenuit posnin 3.2.P mocee JIJI3 guselkumab
(CNTO1959), mnomepeanbo 3amoBHeHW# mmpun, 2 ™, 100 wmr/ma, 3a xoBTeHb 2021 p.;
Omnosnennii po3nin 3.2.P moceke guselkumab (CNTO1959) mnane6o, monepenHb0 3alOBHCHHN MITIPHIL,
2 mu, 100 mr/mm, 3a xoBtenb 2021 p.; OnoBnenuit po3gin 3.2.R gocke guselkumab (CNTO1959),
HoTepeIHbO 3amoBHeHui mnpuil, 2 i, Big 04.08.2021 p.; Onosnenuit po3ain 3.2.R gocke guselkumab
(CNTO1959), nonepenubo 3anoBHeHuit mmput, 1 mi, Bix 07.05.2021 p.; [TogosxkenHs Tepminy 30epiraHHs
JJI3 guselkumab (CNTO1959), nonepenubo 3anoBHeHu# mmpuil, 2 mia, 100 mr/mi, 1o 36 MicsiiB npu
temmneparypi 2-8°C; 30U1bIIeHHs KITBKOCTI YYaCHUKIB KJIIHIYHOTO OCIIPKEHHs B YKpaini 10 70

Howmep Ta nara nakazy Ne 2110 Bix 16.09.2020
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Hasga kiiHiyHOTO «baratonieHTpoBe, paHIOMI30BaHe, MOABIiHE ciine, mianedo KOHTPOJIbOBaHE, B MapaylelbHUX Ipymax
BUIIPOOYBaHHS, KO/, KIIHIYHE JOCHIPKEHHS TycelbKyMaldy y TAaIli€HTIB 3 AaKTUBHUM BOBYaKOBUM  He(QpUTOMY,
Bepcis Ta Jara CNTO1959LUN2001, 3 mompaskoro 2 Big 20.05.2021 p.

3asBHUK, KpaiHa «IHCCEH ®APMAILIEBTUKA HB», benbris

Cnoncop, kpaina «IHCCEH ®APMAIIEBTUKA HBy», benbris

CynyTtHi —

Mmarepianu/npenapaTi

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




Jomatok 5

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 17 rpyans 2021 poxy

Ne 2814»
8.02.2022 Ne 255
Inentudikaris cyrreBoi 3amydeHHsl 10AATKOBOi BUPOOHHYOT MUISHKU JJIs JIKapChKOro 3aco0y mopiBHsAHHS AdiniTop (Afinitor)
MIOTIPaBKH (EBepomnimyc (Everolimus)); Tabnerku; 2,5 mr; 5 mr; 10 mr: Novartis Farmacéutica, S.A., Spain
Howmep ta nata Hakazy Ne 767 Big 02.04.2020
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
Ha3zga kiinigHOTO «Bigkpute, panmomizoBaHe gociikeHHs 3 ¢aszu npenapaty MK-6482 B mopiBHSHHI 3 TpemapaTom
BUIIPOOYBaHHS, KO/, €BEepOJIIMYC Y YUAaCHHKIB 3 HOLIMPEHUM HUPKOBO-KJIITUHHUM PAKOM, SIKUI TPOrpecyBaB Micisl HOMEpeIHbOI
BepcCis Ta Jata PD-1/L1 Ta VEGF-Taprernoi tepamii», MK-6482-005, 3 inkoprnopoBanoto momnpaskoro 04 Big 16 groToro
2021 poky
3asBHUK, KpaiHa ToBapucTBO 3 0OMexeHo10 BianoBiaaabHicTI0O «MC/] Ykpaina»
CrnoHcop, kpaiHa «Mepk Ilapn Enn Joym Kopn.», nouipne nianpuemcto «Mepk Enpg Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)
CynyTtHi —
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

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




JlopaTok 6

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 17 rpyans 2021 poxy

Ne 2814»
8.02.2022 Ne 255
Inentudikaris cyrreBoi JomnoBHeHHs 10 po3ainy Jlocke nqocmiakyBaHOro Jikapcbkoro 3acody 3.2. «Jlani o sikocTi», Bepceis 2.0 Bix
MOTPaBKU 18 mucromama 2021, anrmilicekoro MoBoro; OnHoBieHa Bepcis bpomypu mociimnuka, Bepcis 7.0 Bin
11 nmucromana 2021 poky, aHTJIIHCHKOK MOBOIO
Howmep Ta nata Hakazy Ne 928 Binm 15.05.2018
MO3 11010 3aTBEpAXKEHHS
KIIIHIYHOTO BUITPOOYBaHHS
Hasga kiiHiyHOTO «enliGHten: bararouenTpose, (aza 3, roBrorpuBae, BiAKpUTE JOCTIIKEHHS 110J]0 BUBYEHHS O€3MeKH Ta
BUIIPOOYBaHHSI, KO/, epextuBHocTi npenapary ['PJI TransCon, sikuil BBOOUTBHCS OJUH pa3 Ha THOKJIEHb AITSIM 3 aedinuTom
Bepcis Ta JaTa ropmony pocty (JAI'P), 1o 3aBepuimin ydacTs y nonepeaabomy kiiHigHomy pociimkerHi I'PJI TransCony,
TransCon_hGH_CT-301EXT, Bepcis 2.0 (rmobansHa monpaska 1) Bix 29 ciuns 2020 poky
3asBHUK, KpaiHa Axuensciops JIta., YropiuHa
Cnoncop, kpaiHa Acnennic ®apma Ennokpinonomxu iBixkH A/C (Ascendis Pharma Endocrinology Division A/S), anis
CynyTtHi —
Mmarepianu/npenapaTi
CYMyTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0€e3MeYeHHS Isan 3AZIBOPHUX




Jonmarox 7

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 17 rpyans 2021 poxy
Ne 28145

8.02.2022 Ne 255

Inentudikaris cyrreBoi
MIOTIPaBKH

[TooBKeHHSI TEPMiHY MPUAATHOCTI TaOIeTOK amiomumin 5 mr ta 10 Mr, mepekancyibOBaHUX Y TBEPIY
JKEJIaTUHOBY Karcyiy 3 18 micsmiB no 24 micsuis.; [TonpaBka no Jlocke Ha AOCTIKYBaHUH JTIKApChKUAN
3aci0 - po3Ail 3 AKOCTI, i TabJaeTok amiioauiH 5 Mr Ta 10 Mr, epeKancyiboBaHUuX y TBEPY )KETaTUHOBY
Karcyiy, Bepcist Big rpynas 2021 p.; [TomoBkeHHS TepMiHy IpUIATHOCTI TabieToK nepuHaonpui 10 mr,
BKPUTHX IUTIBKOBOIO OOOJIOHKO, IOJIBIHHO TEPEKANCYJIbOBAaHUX y TBEPAY KEIATHHOBY KamcCyily, 3
18 micsmiB o 24 micsiis; [Tonpaska 10 Jlocke Ha TOCITIHKYBaHUH JTIKAPCHKHMA 3a¢i0 - PO3JIUT 3 SIKOCTI, JJIs
TabneTok nepuHaonpui 10 Mr, BKPUTHX TUTIBKOBOIO 000JIOHKOO, TIOJIBIHHO TIEPEKATICYIbOBAHUX Y TBEPILY
KEJATHHOBY Karlcyiy, Bepcis Big rpynas 2021 p.

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2814 Big 17.12.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«OuiHKa KJIHIYHOI e(peKTUBHOCTI Ta 6e3neku nepunaonpmily 10 mr / inganaminy 2,5 mr / amiaoguniny 5
a6o 10 mr / Gicomposony 5 Mr y koMOiHalii 3 oHi€l TaOIETKH Mics 8§ THXKHIB JIIKYBaHHs Y MOPIBHSAHHI 3
BUIbHOIO KOMO1Hali€ero nepungonpuiy 10 mr, inganamiay 2,5 mMr ta amiaoauniny 5 abo 10 Mr y nami€eHTiB 3
HEKOHTPOJIbOBAHOKO €CEHIIaJIbHOIO TinepreH3iero. MixHapoaHe, O0araTolleHTpOBE, pPaHIOMI30BaHe,
nojBiiHe cine, 16-TwkHeBe mocmikeHHs.», CL3-05179-002, ¢inambera Bepcis 2.0 Big 5 KOBTHS
2021 poky 3 iHTerpoBaHOI0 CyTTEeBOIO nornpaskoro Nel Bijx 5 sxoBTHs 2021 p.

3asBHUK, KpaiHa

TosapuctBo 3 oOMexeHoto BianoBiganbHICTIO «KLP Ykpaina»

CrnoHcop, kpaiHa

[acturyt miskHapoguux nocnimkenb «CEPB’ €y (Institut de Recherches Internationales Servier (IL.R.L.S.)),
Opanuis

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

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




JlonaTok 8

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MIHU JI0 JJOJaTKa
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 17 rpyans 2021 poxy
Ne 2814»

8.02.2022 Ne 255

InenTudikarist cyTTeBOi
HONPaBKU

Onosnennii [Iporokon NN6535-4730, pinansua Bepcis 6.0 Bix 25 mucronana 2021 p., aHTIIIHCBKOI0 MOBOIO
3 nogatkamu; JlonoBHeHHs [: I'moOanbHMIA mepesTik KIFOYOBUX CIIBPOOITHUKIB, BIIMOBIIHUX BiILTIB Ta
NOCTaYaIbHUKIB KIHIYHAX MaTepianiB, ¢inanpHa Bepcis 2.0, Bix 25 mucronana 2021 poky, aHTITIHCKOIO
MOBOO; [Ipo10BKeHHS TepMiHY IPOBEACHHS KIIIHIYHOTO BUMTPOOYBaHHS B YKpaiHi 10 26 kBiTHs 2026 poky;
3aydeHHs JOJATKOBUX MICITb IPOBEICHHS KIIIHIYHOTO JTOCIIIKCHHSI:

No I1.1.B. BiAIIOBiaJILHOTO OCHITHUKA
n/n Ha3Ba micus nmpoBeeHHs KITiHIYHOTO BUIPOOyYBaHHS

1. | x.m.H. Kmuta O.I1.

KomyHnanbHe HekoMmepuiiiHe mignpuemMctBo Cymcbkoi ob6nacHoi paaun «Cymcbka oOnacHa
KJIIHIYHA JTIKapHs», PerionansHuil IIEHTp J1arHOCTUKH Ta JIIKYBAHHS PO3CISTHOTO CKIIEPO3y Ha 0a3i
HeBpoJsioriyHoro BijaiieHHs, CyMChbKUi JepKaBHUH yHIBepcHUTET, Kadeapa Heilpoxipyprii Ta
HEBPOJIOTii 3 KypcamMM ICHX1aTpii, HAPKOJIOTii, MEAUYHOI ICUXOJIOTIi Ta MpodeciiHuX XBOpOO,
M. Cymu

2. | a.m.H. Hlymera O.1.
Komynanbhe minnmpuemctBo «BonmHcbka oOsiacHa KiliHIYHA JikapHsS» BomuHcbkoi oOmacHoi
paju, HEBPOJIOTiuHEe BIIITICHHS, M. JIYIIbK

3. | mikap Inpuinpka O.B.
Ob6nacHe KOMyHaJIbHE HEKOMeEpIiiHe MiANpUueMCcTBO «YUepHiBelbka JIKapHs IIBUIKOI MEAUYHOL
JIOTIOMOTW», IIEHTP HEBIIKJIaHOI HEeBpoJIOrii, M. YepHiBIi

4. | x.m.H. Yepke3 A.M.
KomyHnanbHe HekoMepIliiiHe miAnpueMCcTBO «3aropizbka o0acHa KIIiHI4HA JIKapHsD» 3arnopi3bKoi

obyacHO1 panu, BiIiaeHHsT HeBpouorii Nel, M. 3amopixokst




2 MIPOJIOBXKEHHA 0JIaTKa 8

Howmep Ta nara Haka3sy
MO3 10710 3aTBEPIXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1326 Big 02.07.2021

Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KO/,
BepcCis Ta gaTa

«PangomizoBaHe TOJABIHHE cCIiine IUIANEe00-KOHTPOIbOBAHE KIIIHIYHE JOCHIDKEHHS, III0 BHBYAE
eeKTHBHICTh Ta 0€3MEKy 3aCTOCYBaHHS MIEPOPATHHOIO CEMAriayTUAY Y NAIlIEHTIB 13 MOYATKOBOIO CTAIIEI0
xBopoou Ambireiimepa (EVOKE)», NN6535-4730, dinansna Bepcis 1.0 Big 30 sxoBTHs 2020 poky

3asiBHUK, KpaiHa

TOB «HoBo Hopuick Ykpainay

Cnoncop, kpaiHa

Novo Nordisk A/S, Denmark

CynytHi
Marepianu/mpenapaTu

CYNyTHBOI Tepamnii

B.o. resepanbHoro rupexkropa JIlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




JlonmaTok 9

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 17 rpyans 2021 poxy
Ne 2814»

8.02.2022 Ne 255

Inentudikaris cyrreBoi
MIOTIPaBKH

Omnosnenuii IIporokon kminiyHoro BumpoOyBanHs BAT-2506-002-CR, Bepcis 3.0 Bim 15 nucromana
2021 poky;,; Ononena bpomrypa mocmigauka mamss BAT2506, sumanns 4.0 Big 31 mumas 2021 poky;
Indopmariss aa mamienta ta Gopma iHbopmoBaHOi 3roau, Mogens mias Ykpainu, Bepcis 2.0 Bin
30 mucromana 2021 poky, yKpaiHCBKOO Ta POCIChKOI0 MOBaMH; Marepiaym aiis narienTis: [lociOHMK st
yuacHuka, Bepcis 2.0 Big 23 nuctomanga 2021 poky, ykpaiHchbKor MoBOM; «I[locobue st ygyacTHHKA CO
CBEJICHHMSIMH 00 mccienoBanum», Bepeis 2.0 Big 23 muctomana 2021 poky, pociiickkoro MOBOKO; Marepianm
Uit nocnigHukiB: ['mobansue mkepeno indopmamii ans gocmimxenas BAT2506 002 (GLOBAL Ring of
Resources BAT2506 002 Study), Bepcis 2.0 Bix 23 nucronana 2021 poky, aHTTIHCEKOI0 MOBOIO

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 762 Bin 20.04.2021

Hazssa xiriniugOrO
BUIIPOOYBaHHS, KOJI,
BepcCis Ta gata

«baraToueHTpoBe, MoABIiHE ciine, paHAOMI3OBaHE AOCIIKEHHS y MapalielbHUX TIpynax 3 METO0
BU3HA4YeHHs e(eKTUBHOCTI Ta 6e3neuHocTi npenapaty BAT2506 y nopiBHsAHHI 3 Simponi® B yyacHHKIB 3
AKTUBHHUM TICOpiaTHYHUM apTputom», BAT-2506-002-CR, Bepcis 2.0 3 monpaskoro 1.0 Big 10 nmucTonana
2020 poky

3asBHUK, KpaiHa

TOB «(ITAPEKCEJI Vkpaina»

Crnoncop, kpaiHa

«bio-Tepa Comromns, JIta.», Kurait / Bio-Thera Solutions, Ltd., China

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

dapmaneBTHYHOIrO 3a0€e3MeYeHHS

Isan 3AZIBOPHUX




Jonatok 10

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHH
310poB’st Ykpainu Bix 17 rpyans 2021 poxy

Ne 2814»

8.02.2022 Ne 255
Inentudikaris cyrreBoi OnoBnenui npoTokon kiiHiyHOro mocuimkenHs 01, sepcis 1 Bim 10 rpyans 2021 poky, aHrIiHCHKOIO
MOTPaBKU MOBOI0; [10/10BKEHHS TPUBAJTIOCTI TOCTiKeHHsT B YKpaiHi Ta cBiti 10 31 rpyans 2022 poky
Howmep ta nata Hakazy Ne 614 Big 01.04.2021
MQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS
Ha3sBa kniniuHOTO «PannomizoBaHe, MOJBIHHE ciiNe, IU1ale00-KOHTPOIbOBAHE JTOCIIKEHHS A1l OOTpYHTYBaHHS KOHUEMIIT
BUIIPOOYBaHHS, KO/, 1010 OLIHKM e(eKTUBHOCTI Ta Oe3neku 3actocyBaHHS SAR443122 (imribitropa RIPK1) y marmientis 3
BepcCis Ta Jata HIATOCTPUM a00 AMCKOITHUM/XPOHIYHUM HIKIPHUM YEPBOHUM BOBYAKOM CEPEIHBOIO 1 TSHKKOTO CTYIEHS,

ACT16404, Bepcis 1 Big 11 rpynus 2020 poky

3asBHUK, KpaiHa TOB «Canopi-ABenTic Ykpaina»
CrnoHcop, kpaiHa sanofi-aventis recherche & developpement, France (Canodi-ABeHnTic perepin e aeBenonMan, OpaHitis)
CynytHi —
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0€e3MeYeHHSA IBan 3AJ/IBOPHHUX




Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 17 rpyans 2021 poxy
Ne 28145

8.02.2022 Ne 255

Inentudikaris cyrreBoi
MIOTIPaBKH

JlomaHHs KOHTpakTHOI mociigHuipkoi opranizamii - I[IIAINMPUEMCTBO 3 100% IHO3EMHOIO
IHBECTULIECTO AMKBIOBIA PJIC VKPATHA, BiamoBimanbHO! 32 BUKOHAHHS BaXKJIHMBHX 3aBIaHb y
pamKax KiIiHiYHOTO BuUmNpoOyBaHHs; OHoBieHHs po3aury 3.2.P Drug Product gocke mocmimkyBaHOTO
nikapcekoro 3aco0y: cekmii 3.2.P.8.1 Stability Summary and Conclusions, Bepcist Bix cepmast 2021 Ta
3.2.P.8.3 Stability Data, Bepcis Bin ceprnus 2021; [lomoBxkeHHs TepMiHy 30epiraHHsi JOCTIIKYBaHOTO
nikapcekoro 3acody Mipserykcimad Copastancid 3 30 1o 60 micsiiB

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1102 Big 02.06.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«MHNPA30JI (MIRASOL): PannomizoBane, Binkpure Jlocnimxkenns ®a3u 3, B IKOMY NOPIBHIOETHCS
Mipserykcimad  CopaBrancin 13 OOpanoro  JocmigaukoMm  Ximiotepamiero  [Iporpecyrodoro
BucokosznoskicHoro Paky Sleuynuki, PesucrentHoro no IlpemapatiB Ilnatunu, IlepBunHoro
[Teputoneansnoro Paky a6o Paky damnonieBoi Tpyou 3 Bucokxor Ekcmpeciero Peunentopa domieBoi
Kucnotun Ansda.», IMGN853-0416, monpaska 2 Bijg 04.12.2020

3asBHUK, KpaiHa

«AMK’IOBIA biorex En-En-Ci» (IQVIA Biotech LLC), Crionyueni IlItatn Amepuku

Cnoncop, kpaina

Imynoren, k., CIIA (ImmunoGen, Inc., USA)

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHUHOrO 3a0e3MeYeHHSA Isan 3A/IBOPHHUX




JlonaTok 12

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 17 rpyans 2021 poxy
Ne 2814»

8.02.2022 Ne 255

InenTudikarist cyTTeBOi
HONPaBKU

Omnosnennii [Ipotokon xiiHiuHOTO nMociimkenns LTE15174, 3 monpaskoro 04 Bim 30 Bepecus 2021 p.,
AHTJIHCHKOI0O MOBOIO; 3aJydeHHs J10JaTKOBOI JIKapchkoi (opMH MOCHiIHKYBaHOTO JIIKApCHKOrO 3aco0y
SAR439774 FITUSIRAN, 100 mr/mi (0,5 M1 po3unHy), pO34HH JUIS IiJIIKIPHUX 1H €Ki B TOMEPEIHBO
3amoBHeHIl pyuui (BupoOHuk: Vetter Pharma-Fertigung GmbH & Co. KG, Himeuunna; Sanofi-Aventis
Deutschland GmbH Bereich Handelsprodukte, Himeuunna); 3anyueHHs: 70AaTKOBOI BUPOOHUYOT JUISTHKH
TECTYBaHHS Ta BI3yaJbHOTO OIJIIAY JOCHIIKYyBaHOTO Jikapcbkoro 3acody ALN-AT3SC, Fitusiran,
dirycipan, ALN-57213, SAR439774, po3unH ajsl iH’€Kuiid, migmkipHo, | ogHOpa3oBuil (iakoH, KUl
mictute 0,8 M y 100 mr/miu, Vetter Pharma-Fertigung GmbH & Co. KG, Himeuuuna; 3amyueHHs
JIOJIATKOBUX BHUPOOHUYMX JUISTHOK NaKyBaHHS Ta MapKyBaHHS JOCIIIKYBAHOTO JIIKapChbKOro 3acoly
ALN-AT3SC, Fitusiran, ®irycipan, ALN-57213, SAR439774, po3uumH s iH €KUid, MTIAMIKIPHO,
1 omgnopazoBuil QuiakoH, sikuit MictuTh 0,8 Ma y 100 mMr/mi, ta AOCHIIXKYBAaHOTO JIKapChKOTO 3aco0y
SAR439774 FITUSIRAN, 100 mr/ma (0,5 M1 po34nHy), pO34MH JUIs MiJIMIKIPHUX 1H €K1 B ONEPEeaHbO
3anoBHeH1H pyuni, Creapharm Clinical Supplies, @panuist; Almac Clinical Services, CIIIA; Almac Clinical
Services Limited, Benuka bpuranis; 3pazok MapKyBaHHS JUIsl pYUYKH JOCTIIKYBaHOTO JTIKApChKOT0 3ac00y
SAR439774 FITUSIRAN, 100 mr/ma (0,5 Mt po3unHy), pO34MH AJs MIJMIKIPHUX 1H €KIIN B MONEPETHBO
3anoBHeH1H py4ii, Bepcis 1 Big 10 BepecHs 2021p., ykpaiHChKOIO MOBOIO; 3pa30K MapKyBaHHS /1J1s1 KOPOOKHU
JIOCHiJKyBaHOTO Jikapcbkoro 3aco0y SAR439774 FITUSIRAN, 100 mr/mi (0,5 Mit po34uHy), pO34nH JUIs
MIJIIKIPHUX 1H €K1 B MOMEpeAHbO 3amoBHEHINH pyull, Bepcis 1 Big 10 BepecHs 2021p., ykpaiHCbKOIO
MoBoI10; [locke mociipkyBaHOro Jikapcbkoro 3acoOy Fitusiran, po3ain «AKTHBHAa PEUOBHHA», Bij
05 sxoBTHS 2021 poKy, aHTTIHCEKOO MOBOIO; JloChe AOCTIKYBaHOTO JiKapchkoro 3aco0y Fitusiran, po3ain
«Jlikapcbkuii 3aci6», Big 05 sxoBTHS 2021 poky, aHrmiicbkor MOBO; bpomrypa nocnigauka SAR439774
— fitusiran, Bunanns 9 Big 29 Bepecus 2021 poky, aHTTiICEKOI0 MOBOTO; [H(OpMmartis 1s mamienTa Ta popma
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iHpopmoBanoi 3roau i Ykpainu, Bepcis 4.0 Big 20 sxoBtHsa 2021 p., aHrmiiicbkoro MoBo; [HpopMmaris

JU1s TarriedTa ta popma iHhopmoBaHoi 3roau s Ykpainu, sepeis 4.0 Bix 20 sxoBTHs 202 1p., yKpaiHCBKOIO
MoBo10; [Hdopmaris st nanienta ta popma iHpopmoBaHoi 3roau s YKpainu, Bepcis 4.0 Big 20 5koBTHS
2021p., pociiicbkoro MOBOIO; [HDopMariis s namienTa ta popma iHGOPMOBAHOI 3TOAM NIl OATHKIB IS
VYkpainu, Bepcis 4.0 Bix 25 nmucromana 202 1p., anrnilickkoro MoBOIo; [HhopMartis 1ist mamieHTa Ta gopma
iHpopMoBaHOi 3roau aiist 6aThKiB T YKpainu, Bepcis 4.0 Big 25 muctonana 2021p., ykpaiHCbKOI MOBOIO;
Indopmaris s mamienta ta ¢opma iHpopMoBaHOi 3roau uis OaThKiB s YKpainu, Bepcis 4.0 Bix
25 muctomnazna 2021p., pociiicbkoro MoBor; [HpopMmartis 1t yuacHuKa 1 popma iHHOPMOBaHOT 3roIu AJs
MaJIOJIITHIX 0Ci0 BikoM Bif 12 poKiB 70 MOMEHTY HacTaHHS MOBHUX 14 pokiB ans Ykpainu, Bepcis 4.0 Bix
20 xostHs 2021p., aHrmiiicekoro MoBotO; IHdopMmartis g ydacHuka i popma iHGOpMOBAHOT 3rofu A
MaJIOJIITHIX 0ci0 BikoM Bif 12 pokiB 0 MOMEHTY HacTaHHsS NOBHUX 14 pokiB anst Ykpainu, Bepcis 4.0 Bix
20 xostHs 2021p., ykpaincbkoro MOBOIO; [HbopMarltis 1t yaacHuka 1 dopma iHHOpPMOBaHOT 3o AJs
MaJIOJIITHIX 0Ci0 BikoM Bif 12 poKiB 70 MOMEHTY HacTaHHS MOBHUX 14 pokiB ans Ykpainu, Bepcis 4.0 Bix
20 sxoBTHs 2021p., pocilicbkkoro MoBow; [Hopmaris ans ydyacHuka 1 Gpopma iHGOpPMOBaHOT 3roau A
HETMOBHOJIITHIX 0OCi0 BikOM BiJ 14 poKiB 0 MOMEHTY HAacTaHHs MOBHUX 18 pokiB mist Ykpainu, Bepcis 4.0
Bix 20 xoBTHs 2021 p., anrmnilicekoro MoBoo; [Hpopmartis 11 yuacHuka i popma iHhopMoBaHoi 3roau AJis
HETMOBHOJITHIX 0¢10 BikOoM Bija 14 poKiB 10 MOMEHTY HacTaHHs OBHUX 18 pokiB misa Ykpainu, Bepcis 4.0
BiJ 20 sx0BTHA 2021 p., yKpaiHChbKOIO MOBOIO; [H(opMmartist a1 yuacHHUKa 1 popma iHPOPMOBAHOI 3rOAU IS
HETMOBHOMITHIX 0c10 BikoM Bij 14 poKiB 10 MOMEHTY HacTaHHs MOBHUX 18 pokiB /st Ykpainu, Bepcis 4.0
BiJ 20 sx0BTHs 2021 p., pociiicbKOI0 MOBOIO; [HCTpYKIis 13 3aCTOCYBaHHS MONEPEIHBO 3aIIOBHEHOT LITPHIL-
pyuku (50 mr) 3 ®irycipanom (SAR439774) nna nauienta Ta (abo) 6arbkiB, Bepcist 2.0 Big 29 BepecHs
2021 p., aHrIIHCHKOI0 MOBOO; [HCTPYKIIiS 13 3aCTOCYBaHHS MONEPEAHBO 3aI0BHEHOT IMPUI-pyUKH (50 Mr)
3 ®irycipanom (SAR439774) nna mamienta Tta (abo) OarpkiB, Bepcis 2.0 Big 29 Bepecus 2021 p.,
YKpaiHChbKOI MOBOIO; [HCTpyKIIisl 13 3aCTOCyBaHHS MONEPEIHBO 3arnoBHEHOI mmpui-pydku (50 mr) 3
ditycipanom (SAR439774) nns namienTa ta (a6o) 6aThKiB, Bepeis 2.0 Bix 29 BepecHs 2021 p., pociiicbkoro
MoBo10; [HCTpyKIIisA 3 BuKkopuctanHs ¢uiakoHiB 3 ditycipanom (SAR439774/ALN-AT3SC) ans naiienra
Ta (abo) OatbkiB, Bepcid 3.0 Bixg 06 xoBTHA 2021 p., aHIIIIICEKOI0 MOBOIO; [HCTPYKIIiS 3 BUKOPHCTAHHS
¢naxoniB 3 dirycipanom (SAR439774/ALN-AT3SC) nns nauienta ta (abo) OarbkiB, Bepcis 3.0 Bifg
06 sxoBTHs 2021 p., yKpaiHCBKOIO MOBOIO; IHCTpYKIIis 3 BUKOpHCTaHHS (prakoHiB 3 PiTycipaHOM
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(SAR439774/ALN-AT3SC) mist namienTa ta (a60) 6atbkiB, Bepcist 3.0 Big 06 sxoBTHS 2021 p., pOCiiiChKO0O

MoBoto; Il{oxenHuk peectparii BBeaeHHs Ditycipany mamieHToM 1 (a00) OaTbkaMu 3 BUKOPHCTAHHSIM
MOTIePEAHBO 3aMIOBHEHOT IMpHUIl-pydkH, Bepeis 1.0 Big 04 tpaBus 202 1p., anrmiiicekoro MoBoro; [llogeHHmk
peecTpairii BBeneHHs DiTycipany naiieHToM 1 (a00) 6aTbKaMu 3 BUKOPUCTAHHSM ITONIEPEAHBO 3aIIOBHEHOT
mmpui-pydks, Bepeis 1.0 Big 04 TpaBus 2021p., ykpaincskoro MoBoto; HloneHHuk peecTparlii BBeICHHS
diTycipany narieHToM i (a60) 6aTbKaMu 3 BUKOPHUCTAHHSM IOMEPEIHBO 3aIIOBHEHOT IITTPHUII-PYIKH, BEPCIs
1.0 Big 04 TpaBus 2021p., pociiicekoro MoBo10; LIoneHHuK peecTpartii BBeneHHs PiTycipany HamieHTOM Ta
(ab0) 6atpkamu, Bepcis 3.0 Big 15 BepecHs 2021p., anrmifickkoro MoBoro; [1loneHHNK peecTparltii BBeIeHHS
dirycipany mnamientom Ta (abo) Garpkamm, Bepcis 3.0 Bim 15 Bepecus 2021p., yKpaiHCBKOIO MOBOIO;
[onennuk peectparii BBenenua dirycipany mamienToMm Ta (abo) 6aTbkamu, Bepcis 3.0 Big 15 BepecHs
2021p., poCiHCHKOIO MOBOIO

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 1545 Bin 03.07.2019

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«ATLAS-OLE: Biakpute nochmikeHHs IOBTOCTpOKOBOi Oe3meku Ta edextuBHOCTI Dirycipany y
namieHTiB 3 remodimiero A abo B, 3 a6o 6e3 iuridiTopHuX aHTUTLT 10 (dakTopy 3cimanus VIII abo 1X»,
LTE15174, Bepcis 03 Bix 08 rpyans 2020 p.

3asiBHUK, KpaiHa

ToBapucto 3 OOmexeHoro BinnmosiganpHicTio «KoHTpakTHO-Jlochinnunbka Opranizauis I[HHOGapwm-
Ykpaina»

CnoHncop, kpaiHa

Genzyme Corporation, USA/ JIxen3aiim Kopropetins, CIIIA

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JonaTok 13

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 17 rpyans 2021 poxy
Ne 2814»

8.02.2022 Ne 255

Inentudikaris cyrreBoi
MIOTIPaBKH

BKIIIOYCHHS IOAaTKOBUX MICIIh TPOBEACHHS KJIIHIYHOT'O BUIIPOOYBAHHS
No I1.1.B. BiAIIOBITAJILHOTO AOCIITHUKA
/1t Hazpa micuisg mpoBeieHHs KJIIHIYHOTO BUITPOOYBaHHS

1. | nupexrop [Tanamapuyxk I1.B.

KoMyHanmesHe HEKOMEpIiHHE MiIMPHUEMCTBO «XEPCOHChKHMI OONacHWA 3aKiajy 3 HaJaHHS
MICUXIaTPUYHOI JTOMTOMOTHY» XEPCOHCHKOI O0JIACHOI pajy, YOJIOBIYE ICHUXIaTPUYHE BIIIICHHS
Ne3, xinoue ncuxiarpuune BiaiaeHHs Nel0, c. CrenaniBka, M. XepcoH

2. | 3aB. Bigainenus BireOcobka T.B.

KomynaneHe HekomepuiiiHe mignpueMcTBo «KHuiBchbka MichbKa IICUXOHEBPOJIOTIYHA JIiKapHs Ne2y
Bukonasyoro oprany KwuiBchkoi michkoi pamu (KHIBCbKOT MiChKOI JepaBHOI aaMmiHicTpallii),
KOHCYJIbTaTHUBHE BiIIIeHHs, M. KuiB

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Hazssa kmiaiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PannomizoBaHe, MOABiMHE cIimne, MIANEed0-KOHTPOJIbOBAaHE MOCHIDKEHHS 3 ¢a3d 3 METO OIliHKU
6e3neunocti Ta epexkrtuBHOCTI npenapary KarXT sk an'toHKTHBHOI Tepamii y Malli€HTIB 13 HEJOCTaTHHO
KOHTPOJIbOBaHUMH cumnTomamu mmsodpenii», KAR-012, Bepcis 2.0 Bix 15 >xoBTHs 2021 poky

3asBHUK, KpaiHa

ToBapuctBo 3 OOmexenoro BinnmosiganpHicTio «KoHTpakTHO-Jlochinnunbka Opranizamis [HHObapm-
Ykpaina»
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Cnoncop, kpaiHa

«Kapyna Tepansrotikc, Iak.» (Karuna Therapeutics, Inc.), CILIA

CynyTHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary

(papmaneBTHYHOrO 3a0e3ne4YeHHS

Isan 3AZIBOPHHUX



Jomarox 14

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 17 rpyans 2021 poxy

Ne 2814»
8.02.2022 Ne 255
Inentudikaris cyrreBoi BrutroueHHs J0JaTKOBOTO MicClisl TPOBEEHHS KIIHIYHOTO BUIPOOYBAaHHS
MOTPaBKU Ne I1.Lb. BiAMOBIAaTBHOTO AOCITITHUKA
/1t Hazpa micuisg mpoBeieHHs KJIIHIYHOTO BUITPOOYBaHHS

1. | x.m.H. bimaxko B.1.
Komynanbne HekoMmepuiiiHe miampuemctBo «Mickka kiminiuHa mikapas Nel3» XapkiBchkol
MICBKO1 paJid, MyJIbMOHOJIOTIYHE BiieHHs Ne2, M. XapkiB

Howmep Ta nata Hakazy —
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3sBa kniniuHOrO «I[IpocniekTuBHE, BIAKpUTE, IUIATGOPMHE JOCHIPKEHHS 3 METOI TPOBEACHHS  HACTYIHOTO

BUIIPOOYBaHHS, KO/, JIOBFOCTPOKOBOT'O CIIOCTEPEKEHHSI 32 TallleHTaMU 3 JIET€HEBOIO TiNepTeH3i€l0, SKI paHille NpuiiMaiu

BepcCis Ta Jata y4acThb y HEepBICHUX 1HTepBeHLIHHUX BunipoOyBaHHsIx», NOPRODPAPUH3001, Bepcis 1.0 Big 02 uepBHs
2021 poky

3asBHUK, KpaiHa TOB «(ITAPEKCEJI Vkpaina»

CnoHcop, kpaiHa «Snccen @apmanestrka HB»/ Janssen Pharmaceutica NV, benbrist

CynyTtHi —

Mmarepianu/npenapaTi

CYNyTHBOI Tepamii

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




Jlomatok 15

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MIHU JI0 JOJaTKa
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 17 rpyans 2021 poxy
Ne 2814»

8.02.2022 Ne 255

Inentudikaris cyrreBoi
MIOTIPaBKH

ionomxi bi.Bi. 1704R2133 Vkpaina Indopmaniiinuii nuctok i ¢popma iHhopMoBaHOT 3roau OaThKiB
Bepcis  3.1.0 Bim 10 Bepecus 2021p., ykpaiHCbKOIO Ta pociiicbkoro MoBamu; IllioHOmKIi
bi.Bi. 1704R2133 Vkpaina Iudopmaris mis namienta ta ¢popma HOBTOPHOI 1HPOPMOBAHOI 3TOAU IS
MAIIEHTIB, SKUM ITiJT 9ac y4acTi B JOCTiKeHH] BUITOBHUIIOCH 18 pokiB_ Bepcis 3.1.0 Big 10 Bepecus 2021p.,
YKpaiHChKOIO Ta pociiicbkoro MoBamu; [lionomxi bi.Bi. 1704R2133 Vkpaina Iadopmariis ans naimienra
Ta (opma iHPOPMOBaAHOI 3roAH HEMOBHOIITHROTO BikoM 14 - 17 pokiB_Bepcis 3.1.0 Big 10 Bepecus 2021p.,
YKpaiHChKOIO Ta pociiicbkoro moBamu; [lionomxi bi.Bi. 1704R2133 Vkpaina Indopmaris s namieHTa
ta (opma iHopmoBaHOI 3ronu g autuHU BikoM 11 - 13 pokiB Bepcis 3.1.0 Bim 10 BepecHs
2021p.,ykpaiHcbkoro Ta pociiicbkoro MoBamu; [llionomxki  bi.Bi. 1704R2133  Vkpaina Indopmanis nis
namieHTa Ta gopma iHpopMoBaHoi 3roau AMTHHU BikoM 6 - 10 pokiB_Bepcis 3.1.0 Big 10 Bepecus 2021p.,
YKpPaiHChKOIO Ta POCIHCHKOI0 MOBaMHU

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 1849 Big 11.08.2020

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Binkpure pocmipkeHHS 3 HEpPaHAOMI30BaHOIO (a30l0 MNPUHOMY OJHOPA30BOI 03U Y MAIl€HTIB 13
Mi03pIOBaHUMU  a00 MIATBEPKCHUMHU 1H(QEKIIsIMA, BHUKIMKAHUMH aepOOHUMH TI'paMHETaTUBHUMHU
OakTepisiMHU, 3 TOJATBIIO0 PaHIOMI30BaHOO (Pa3010 JOCIIHKEHHS 6araTopa3oBoro NpuioMy mpemnapary i3
KOHTPOJIEM aKTMBHHUM IIPENapaToM y MAalli€HTIB 13 MiJ03pIOBaHOI0 a00 MiATBEPHKEHOI0 YCKJIaHEHOIO
iHpekmiero cevyoBuBimHUX nuiaxiB (yICHI), rocmitansHOoto nHeBMoHieo (I'T) abo BenTHIIATOp-
aconiiioBanoro mnHeBMOHie0 (BAII), mist omiHku 0e3meyHOCTi, MEPeHOCHMMOCTI 1 (apMaKOKiHETHKU
e iIepOKOITy y TOCIITATI30BHUX MEiaTPUYHUX MAI[I€HTIB BIKOM BifJ 3 MiCAIIiB 10 MEHIIIE HiXk 18 pokiBy,
1704R2133, Bepcis 8, nonpaska 7 Big 19 tpasus 2021p.
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3asiBHUK, KpaiHa TOB «Cineoc Xenc Ykpaina»

Cnoncop, kpaiHa [ionomxi bi.Bi. [Shionogi B.V.], Hinepnanau
CynyTHi —

Mmarepianu/mpenapaTi

CYNyTHBOI Tepamii

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




JlonaTok 16

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 17 rpyans 2021 poxy
Ne 2814»

8.02.2022 Ne 255

Inentudikaris cyrreBoi
MIOTIPaBKH

Bporrypa nocnigauka amis 10cIipKyBaHoro Jikapebkoro 3aco0y Tpumanukoni6 (G1T28, Trilaciclib), Bepceis
10.0 Bix 08 mucronana 2021 poky; Onosnenns cekuiid 2.1.S Drug Substance (Bepcis 2.0 Bix 11 »oBTHS
2021 poky) ta 2.1.P Drug Product (Bepcis 2.0 Big 11 >xoBTHs 2021 poky) Jlocke moChimKyBaHOTO
mikapcekoro 3aco0y Tpummamukmi6 (G1T28, Trilaciclib); IlomoBkeHHS TepMiHy MPHIATHOCTI
JOCTipKyBaHOTO Jikapcbkoro 3aco0y Tpumanukni6 (G1T28, Trilaciclib), crepunbHHMil moOpomok amns
KOHIICHTPATY JJISl PO3YMHY JUI BHYTPIIIHROBEHHUX 1HQY31i, 300 mr/dmakon, 3 18 mo 42 micsis

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1326 Big 02.07.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PannomizoBaHe, MojBiliHE ciine JociikeHHs 3 (a3u Tpunanukinidy abdo mianedo y Maii€eHTiB, SKi
OTPUMYIOTh XiMiOTEepamito reMuuTabiHOM 1 KapOomjIaTHMHOM mepIioi abo Apyroi JiHil ximioTeparii IIs
JIKYBaHHSI MICIIEBONONIMPEHOT0 HEPE3eKTa0eNIbHOr0 ab0 METACTaTUYHOIO MOTPIHHO-HETaTUBHOTO PaKy
mosouHoi 3an03u (PRESERVE-2)», G1T28-208, nonpaska 3 Bepcis 4.0 Big 02 6epe3nst 2021 poky

3asiBHUK, KpaiHa

TOB «(ITAPEKCEJI Vkpaina»

CrnoHcop, kpaiHa

«/Ixi Yan Tepanbtotike, [ak.»/ G1 Therapeutics, Inc., CIIIA

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHSA IBan 3A/IBOPHHUX




Jomatok 17

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 17 rpyans 2021 poxy
Ne 2814»

8.02.2022 Ne 255

Inentudikaris cyrreBoi
MIOTIPaBKH

Bbpomrypa nocnignuka nikapcbkoro 3aco0y SAR442168 (Tone6pyTtuni6), Bepcis Ne7 Bixg 30 nucromana
2021p., aHTIIIHCHKOI0 MOBOIO

Howmep ta nata Hakasy
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOT'O BUIIPOOYBaHHS

Ne 2487 Big 17.12.2019
Neo 2243 Bing 05.10.2020
Ne 2554 8ixg 09.11.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«/loBrocTpokoBe po3mupeHe AOCTIIKEHHS 3 OLIHKU Oe3neku Ta eekTuBHOCTI nmpenapaty SAR442168 y
YYaCHUKIB JTOCTIPKEHHS 3 PEIUIUBYIOUMM PO3CisTHUM ckiiepo3om», LTS16004, 3 mompaskoro 05, Bepcis
1 Bix 29 nunnusa 2021 poky;

«PannomizoBane mnojgiiiHe ciine gocnimpkeHHa Il ¢a3u 3 BUBUEHHS e€PEKTUBHOCTI Ta OE3MEYHOCTI
npenapaty SAR442168 y nopiBHsHHI 3 Iu1anedo cepell yYaCHUKIB 3 BTOPUHHO-TIPOTPECYIOUUM PO3CITHUM
ckiiepo3om 0e3 peunnusiB (HERCULES)», EFC16645, 3 nonpaskoro 04, Bepcist 1 Bix 26 aunas 2021p.;
«PannomizoBaHe, mojBiiiHe ciine pochikeHHs 3 (a3u ans BUBYEHHS €(EeKTHBHOCTI Ta O€3MEeYHOCTI
npenapaty SAR442168 y mopiBHsHHI 3 mianedo B yYacHUKIB 3 MEPBUHHO-TIPOTPECYIOYMM PO3CISTHUM
ckiepo3oM (PERSEUS)», EFC16035, 3 monpaskoto 06, Bepcist 1 Big 04 xoBTHs 2021p.

3asiBHUK, KpaiHa

TOB «Canogi-ABeHTic YKkpaiHa»

CnoHcop, kpaina

Genzyme Corporation, USA (Ixen3aiim Kopnopeitms, CIITA)

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

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




JlonaTok 18

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 17 rpyans 2021 poxy
Ne 2814»

8.02.2022 Ne 255

Inentudikaris cyrreBoi
MIOTIPaBKH

Bbpomrypa nocnignuka nikapcbkoro 3acody SAR442168 (Tone6pytuni6), Bepcis Ne7 Big 30 nucromnana
2021p., anrmilicekoro MoBO1; KopoTka xapakrepuctuka Ha sikapchkuil 3acid6 AUBAGIO, aHrmiiicpkoro
MOBOIO

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 2554 Bin 09.11.2020
Ne 2243 Bin 05.10.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«PannomizoBaHe, mojBiiiHe ciine pochikeHHs 3 (a3u ans BUBYEHHS €(PEeKTHBHOCTI Ta O€3MEeYHOCTI
npenapaty SAR442168 y nopiBHsHHI 3 TepudayHomigoMm (O6amxio®) B yUaCHUKIB 3 PELUANBYIOUUMU
dbopmamu po3scisiHoro ckieposy (GEMINI 2)», EFC16034, 3 nonpaskoto 04, Bepcis 1 Bix 14 kBiTHs 2021p.;
«PannomizoBaHe, MoJBIHE ciine JOCHIKEeHHS 3 (a3u uisl BUBYEHHS €(EeKTHUBHOCTI Ta O€3MEeYHOCTI
npenapaty SAR442168 y nopiBHsaHHI 3 TepudayHomigom (O6apkio®) B yJaCHUKIB 3 PeLUAMBYIOYMMHU
dbopmamu poscisiHoro ckieposy (GEMINI 1)y, EFC16033, 3 nonpakoro 04, Bepcist 1 Bin 14 kBiTHs 2021p.

3asiBHUK, KpaiHa

TOB «Cano(i-ABenTic Ykpaina»

CnoHncop, kpaiHa

Genzyme Corporation, USA (Ixen3aiim Kopropeiins, CLIA)

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

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




JonaTok 19

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s

Vkpainu «IIpo 3aTBepaKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA

Ne 12 no Haka3zy MiHicTepcTBa OXOPOHH

310poB’st Ykpainu Bix 17 rpyans 2021 poxy

Ne 2814»
8.02.2022 Ne 255

InenTudikarist cyTTeBOi
HONPaBKU

Iadopmaris npo enekrponHuit nmponykt. Jomarok E-Labeling, ykpaincbkoro MoBoto; [HpopMmaris mpo
CJIEKTPOHHMI MPOAYKT. 3aCTOCYBaHHS €IEKTPOHHUX €THKETOK, POCIIIChKOI0 MOBOIO; CKPIHIIOTH JA0AaTKa
e-labeling, ykpaincbkoro MoBOr0; CKpIHIIIOTH A0 BiJieo, Ik Oy/1e TPAaHCTIOBATUCH MAaIliEHTaM; 3MiHa Ha3BH

MICIISl IPOBEJCHHS KIIHIYHOTO JTOCIIIKSHHSI!

BbVYJIO

CTAJIO

k.M.H. Konecnikosa O.M.

JlepxaBHa ycraHoBa «HamioHanbHHMIA 1HCTHTYT
tepamnii imeni JI.T. Manoi HamionansHoi akamemii
MEJINYHUX HayK VYkpainu», B1JIILI
KapAlomynbMoOHONOTiT  Ha  0a3i  BiAAUICHHS
1I1eMI4HOT XBOPOOH ceplisl, M. XapKiB

k.M.H. Konecnikosa O.M.
HepxaBHa ycranoBa «HamioHaJIbHHI 1HCTUTYT
tepanii imeHi JI.T. Manoi HamionansHoi akagemii

MEIUYHUX HayK YKpaiHu», BIIAUT 1MIEMIYHOI
XBOpOOU cepl, MeTaboTIUHUX i
KapAloNMyJbMOHAJIBHUX  MOpYyHIeHb Ha  0asi

BiJITIJICHHS 1IEMIYHOT XBOpPOOH cepllsi, M. XapKiB

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 187 Bin 05.02.2021

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PannomizoBaHe, mojBiiiHE ciine, M1ane00-KOHTPOIbOBaHE NOCHIKEeHHS 3 (a3 B mapajelbHUX Ipymnax,

mo TIMpoOBOAWUTHCA JII BHUBUCHHA

e(eKTUBHOCTI,

0€3MeYHOCTI Ta MEePEeHOCMMOCTI Ipenapary

SAR440340/REGN3500/itenexkiMad (MOHOKJIOHANIbHI aHTUTLNA, cnenudiudi qo 1L-33) y namieHTiB 13
MOMIPHUM Ta BaXXKUM XPOHIYHUM OOCTPYKTHBHHMM 3axBoproBaHHsAM JiereHb (XO3JI)», EFC16750, Bepcis

1 Big 25 BepecHs 2020 poxy

3asBHUK, KpaiHa

TOB «Canogi-ABenTic Ykpaina»
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Croncop, kpaina sanofi-aventis recherche & developpement, France (Canodi-ABeHnTic peuiepiu e aeBenonmMan, OpaHitis)

CynyTHi —
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary
(papmaneBTHYHOrO 3a0e3ne4YeHHS Isan 3AZIBOPHHUX




Jonatok 20

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 17 rpyans 2021 poxy
Ne 2814»

8.02.2022 Ne 255

InenTudikarist cyTTeBOi
HONPaBKU

WN41733, Inentudikamiitanii 6eitx yuacHuka, Bepcis 1.0, Bix 09 mucromanma 2021 p., s Ykpainuy,
yKpaiHcbkoro MoBoro; WN41733, Inentudikaniiinuii 6eik yuacHuka, Bepcis 1.0, Bin 09 nucromana
2021 p., mst Yxpainu, pociiicekoro MmoBoro; WN41733, Kaptka iHpopMOBaHO{ 31011 MaJIONII THBOTO, BEPCist
1.0, Bixg 31 cepmus 2021 p., ansa Ykpainu, ykpaincbkoro MoBoro; WN41733, Kaprtka iHdhopMoBaHoi 3roau
ManomiTaboro, Bepeis 1.0, Big 31 cepras 2021 p., as Yipaiam, pocifickkoro MoBoro; WN41733, Bpomrypa
JIocTipKeHHs ans 6atekiB, Bepeis 1.0, Bin 09 mucromaga 2021 p., ans Ykpainu, yKpaiHChKOI MOBOIO;
WN41733, bpomrypa nocnimkeHHs s 6arekiB, Bepcis 1.0, Bix 09 mucromama 2021 p., mis Ykpainuy,
pociiicekoro MoBoro; WN41733, IlociOHuk 3 mociimkeHHs mis O0atbkiB, Bepcis 1.0, Bix 09 nucromana
2021 p., s Ykpainu, ykpaiHcbkoro MoBoto; WN41733, [TociOHuk 3 nociiakeHHs A 0aTekiB, Bepcis 1.0,
Bix 09 mucronana 2021 p., ans Ykpainu, pociiickkoro MoBoro; WN41733, sxypHan Micii ToCHipKeHHS s
nitel, Bepcis 1.0, Big 15 Bepecus 2021 p., nist Ykpainu, ykpaincbkoro MoBoro; WN41733, xypHan wmicii
JTocTipKeHHs A aiteid, sepeis 1.0, Big 15 Bepecnst 2021 p., st Ykpainu, pocilicbkoro MoBoro; WN41733,
KepiBuuurso s incTpykTopa 3 ®PI3; Bepcia 1.0, Big 09 mucronana 2021 p., ansg Ykpainu, yKpaiHCbKOIO
moBoro; WN41733, KepiBuunrso ais inctpykropa 3 ®@I3; Bepcis 1.0, Big 09 nucronmana 2021 p., ans
VYkpainu, pociiicekoro MoBoro; WN41733, Kepisuunurso no ®I3 nis cimeit, Bepcis 1.0, Big 09 nucronana
2021 p., g Ykpainu, ykpaincbkoro MoBoro; WN41733, KepiBauirso mo ®@I3 ansa cimeit, Bepeist 1.0, Big
09 nmucromama 2021 p., mas Ykpainu, pociiicekoro MoBowo; WN41733, Indorpadika mneaiaTpuuHOro
KJIIHIYHOTO nociipkenHs, Bepcis 1.0, Big 16 mumas 2020 p., st Ykpainu, ykpaincbkoto MmoBoro; WN41733,
Indorpadika negiaTpuuHOro KIiHIYHOTO HociikeHHs, Bepcist 1.0, Bix 16 munusa 2020 p., ans Ykpainu,
pociiicekoro MoBoto; WN41733, bpomrypa gociimkerns ais aitet, Bepcis 1.0, Big 15 Bepecus 2021 p., s
VYkpainu, ykpaincbkoro MoBoto; WN41733, bporrypa nocnimkeHHs Juis niteit, Bepeis 1.0, Big 15 BepecHs
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2021 p., nnsa Ykpainu, pociiicekoro MoBoto; WN41733, [pusitansaumii nuct, Bepcis 1.0, Bix 15 BepecHs
2021 p., na Ykpainu, ykpaincbkoro MoBoro; WN41733, IlpuBitansauit auct, Bepeis 1.0, Big 15 BepecHs
2021 p., nns YkpaiHu, pOCIiiChKOI0O MOBOK; BKITIOUEHHS JOJATKOBOTO MICIS MPOBEICHHS KIIHIYHOTO

BUIIPOOYBAHHS:
No ILLB. BiAMOBiJAIEHOTO AOCHITHUKA
n/n Hazga micus mpoBeeHHs KIIIHIYHOTO BUIIPOOYBaHHS
1. | n.m.H. Kupuuenko AT

KomyHnaneHe mianpueMcTBo «JlHIMpomeTpoBchbka oOOJIacHA —UTSAYA

JlHinponeTpoBChKO1 00JaCHOT painy», HEUPOXIpYpriuHe BiJAUICHHS 3 HEBPOJIOTTUHUMU JKKaAMH,

M. JTHinpo

KIIIHIYHA  JIIKapHS»

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«bAT'TATOLHEHTPOBE BIJIKPUTE HEKOHTPOJIbOBAHE JOCJIIJUKEHHA ®A3M 1T JUJIA
OLHKN ®APMAKOKIHETHUKU, E®EKTUBHOCTI, BE3IIEYHOCTI, ITEPEHOCUMOCTI TA
OAPMAKOIMHAMIKHM  CATPAJIISYMABY 'V [TAHICHTIB
3AXBOPIOBAHHAM CIIEKTPY OIITUKOHEBPOMICIIITY 3 AHTUTUIAMU 10O AQP4»,

WN41733, Bepcis 2 Big 09 aucronanga 2021 poky

JATAYOIO  BIKY I3

3asiBHUK, KpaiHa

ToBapuctBo 3 OOmexeHoro BinnosiganpHicTio «KoHTpakTHO-Jlochinnunbka Opranizamis I[HHOGapwm-

Ykpaina»

CnoHncop, kpaiHa

«®D. Xobdmann-JIs Pour JItn» (F. Hoffmann-La Roche Ltd), lIBefinapis

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepasibHoro aupexkropa /lupekropary
(dhapManeBTHYHOTO 3a0€3MeYeHHs

IBan

3AIBOPHUX



JonaTok 21

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 17 rpyans 2021 poxy
Ne 2814»

8.02.2022 Ne 255

Inentudikaris cyrreBoi
MIOTIPaBKH

3any4yeHHs JOAATKOBUX MICIlb IPOBEJICHHS KIIHIYHOIO BUIPOOYBaHHs B YKpaiHi:

Ne I1.Lb. BiAMOBIAaTBHOTO AOCITITHUKA

/1t Hazpa micuisg mpoBeieHHs KJIIHIYHOTO BUITPOOYBaHHS

1. | n.m.H. Xapeba I'.T'.
KomMyHanmsHe HEeKOMepIliiHe TiAIPUEMCTBO XapKiBChbkoi o0siacHOi paan «O0nacHUN MeTuIHU
KIJIIHIYHUH 1IeHTp ypoiorii 1 Hedposorii iM. B.1. [llanoBanay, BiaaijIeHHS OHKOJIOTIYHOI YPOJIOTii
Ne$, m. XapkiB

2. | I.M.H., po¢. KpmxaniBcbka A.€.
Komynanene Hexomepiilie mianpueMcTBo «lIpukaprnaTcbkuil KJIIHIYHUN OHKOJOTIYHUN LEHTP
IBano-@paHKiBChKOT 00MacHOT paaW» , BIIJUIEHHS JCHHOTO cTallioHapy, IBaHO-DpaHKIBCHKHIA
HalllOHAJIbHUN MEIUYHUI YHIBEPCUTET, Kadeapa OHKOJIOTi, M. IBaHO-PpaHKIBCHK

3. | nupextop Cokyp L.B.
KomynanbHe HekoMepIiiiHE MiAIPUEMCTBO «XepCOHCHKUI 00JIaCHUN OHKOJIOTTUHUIN TUCTIAaHCEP»
XepcoHChbKOi 007acHOi paau, JEHHUH CTallioHap MOJIKIIHIKM 3 KaOiHeToM amOynaTOpHOT
ximiorepanii, M. XepcoH, cMT. AHTOHIBKa

4. | n.m.H., npod. Konecnix O.I1.

MenuyHuii IEHTP TOBAPUCTBA 3 00MEKEHOO BIAMOBIAAIBbHICTIO «OHKOMahy», ACHHUH cTalioHap,
M. 3anopizKKs

Howmep Ta nara Hakazy
MO3 moa0 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS




2 MPOJIOBKEHHS toAaTka 21

Ha3ga kiiniunOTrO «bararonenTpoBe, noaBiiiHe ciine, panxomizoBane gocaipkenHs 111 ¢haszu s nopiBHAHHS €PEKTHBHOCTI

BUIPOOYBaHHS, KO/, Ta 6e3neku 6em3yrudany (MK-6482) 3 memOpomnizymadbom (MK-3475) a6o muane6o 3 nemOposizymadbom

Bepcis Ta Jara npy a1 IOBAHTHOMY JIIKYBaHHI CBITJIOKJIITHHHOT HHUPKOBO-KIITUHHOI KapIMHOMH TMiclisi HeppeKToMii
(MK-6482-022)», MK-6482-022, 00 Big 29 xxoBtHs 2021 poKy

3asBHUK, KpaiHa ToBapucTBO 3 0OMekeHoo BianoBiganbHicTIO «MCJl Ykpaina»

CnoHncop, KpaiHa «Mepk lapn ean Hdoym Kopm.», nouipHe mianpuemctBo «Mepk enn Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynytHi —

Marepianu/mpenapaTu

CYNyTHBOI Tepanii

B.o. renepanbHoro rupexkropa JIlupexkropary
(papmaneBTHYHOTrO 3a0€e3MeYeHHS IBan 3AZIBOPHUX




JlogaTok 22

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 17 rpyans 2021 poxy
Ne 28145

8.02.2022 Ne 255

InenTudikarist cyTTeBOi
HONPaBKU

AstraZeneca D5271C00001 (momepemnii Ne 3150-301-008) Iucrpykiis 31 300py 3paska Kaiay s
amOynaropHux narientis, penakuis 2.0 Big 02.12.2021 p.; 3anydeHHs TOJATKOBUX MiCLb MPOBEICHHS
KIIIHIYHOTO BUITPOOYBAHHS:

No I1.1.B. BiAIIOBiJaJILHOI'O OCHITHUKA

n/n Ha3Ba micus nmpoBeeHHs KITiHIYHOTO BUIPOOYBaHHS

1. | n.m.H., mpod. Dexis O.1.

Ob6nacHe KOMyHallbHE HEKOMEPIIiiiHe MiAnpueMcTBO «YepHiBelbka o0siacHa KIIiHIYHA JIKapHs,
M1IPO3/IL1 racTpoeHTepoJiorii, M. YepHiBii

2. | x.M.H., nou. Komecunuk I1.0.

JIikyBaJIbHO-/11arHOCTUYHUH HEHTp «3aKkapnaTCbKUi HEHTP XipypriyHUX 1HHOBaLIN «AcTpamen»
TOBapUCTBa 3 OOMEXKEHOI BiAnoBiAambHICTIO «KIliHIKA 310pOBOi POAMHU «AcCTpameny,
M. YKropon

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 1360 Bi7 10.06.2020

Hazssa kmiaiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«52-TrKHEBe, OaraToLEHTPOBE, PaHIOMI30BaHe, IMOJBIMHE cllimne, Mmianedo Ta aKTMBHO-KOHTPOJIbOBAHE
nociipkeHHs, ¢azu 2b/3 B mapanenpHuX rpymnax i3 0e3nepepBHUM MEpexoaoM MK (azamu, ISl OLIHKA
egekTUBHOCTI Ta Oe3neku bpasukymaly y marieHTiB 3 XBopoOoro KpoHa BiJ cepenHbOro 10 BaKKOTO
cryriers aktuBHOCTI (INTREPID Lead-In)», D5271C00001 (TTonepemniii ko 3150-301-008), momparka 4,
Bepceis 5.0 Bix 24 mortoro 2021 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPATHA»




MPOJIOBXKEHHS toAaTKa 22

Cnoncop, kpaiHa

AstraZeneca AB, Sweden

CynyTHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

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

Isan 3AZIBOPHHUX



JlonaTok 23

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHH
310poB’st Ykpainu Bix 17 rpyans 2021 poxy

Ne 2814»
8.02.2022 Ne 255
Inentudikaris cyrreBoi 3MiHa Miclis IPOBEIEHHS KJITHIYHOTO BUITPOOYBAaHHSI Ta 3MiHA BJIMOBIAAIILHOTO JTOCIIITHUKA:
MOTPaBKU byno Crano
K.M.H. Tep-Bapranbsn C.X. K.M.H. Haifmretik [.M.
OmnekcanzpiBcpka KiiHIYHA JikapHs M. KueBa, | MennyHuid LEHTp TOBAapHCTBa 3 OOMEXKEHOIO
peBmarosioriyne BigaiaeHHs Ne2, M. Kui BIJIMOBIAANBHICTIO  «[HCTUTYT  peBMAaTOJIOTii»,
BLOILI KMHIYHEX gociimkens Nel, M. Kuis

Howmep Ta nara nakazy Ne 915 Bin 08.08.2017
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ha3ga kiiHiyHOTO «bararonieHTpoBe, BIIKpUTE, IOBTOTpUBAjiE IMOJOBKEHE MOCTIKEHHS IJsS OIIHKA O€3MeYHOCTi Ta

BUIIPOOYBaHHS, KO/, eeKTHBHOCTI 3acTocyBaHHsS (inTOTiHIOY B Mari€eHTiB i3 peBMartoigHuM aptputom», GS-US-417-0304,

Bepcis Ta JaTa nomnpaska 6 Bix 11 uepsusa 2021 poky

3asBHUK, KpaiHa TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBINAJIBHICTIO  «®APMACBIOTIKAJT  PICEPY
ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHA)

Cnoncop, kpaiHa Galapagos NV, benbris

CynytHi —

MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHUHOrO 3a0e3MeYeHHSA Isan 3A/IBOPHHUX




JlonaTok 24

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 17 rpyans 2021 poxy
Ne 2814»

8.02.2022 Ne 255

Inentudikaris cyrreBoi
MIOTIPaBKH

Indopmartis s ygacHuka ta @opmMa 3rou Ha ydacTh JUTs OMEpeIHbOro cKpuHiHTy, Bepcist 3.0-UA(UK),
¢inaneHa, Bix 21 rpynas 2021, ykpaiHcbkoro MOBO; [Hhopmaris 11t yaacHuka tTa @opma 3roiu Ha y9acTh
JUTst ioniepeHboro ckpuHiHry, Bepcis 3.0-UA(RU), dinanbha, Big 21 rpyans 2021, pociiicbkor MOBOIO;
Iadopmartiss must ydacHuka ta dopma 3roaM Ha JOCTaBKY AOCHIHKYBAHOTO JIIKAPCHKOTO 3acoly 3
JOCITIIHUAIIBKOTO TIEHTPY BaM 1010My Ta BUKOPUCTaHHS MOCIYTH TpaHcmopTyBanus, Bepcis 1.0-UA(UK),
¢inaneHa, Big 24 rpyans 2021, ykpaincekoro MoBoro; IHdopmaris mns yuacHuka ta dopma 3ronu Ha
JIOCTaBKY JOCIIIKYBaHOTO JIIKAPCHKOTO 3aC00y 3 IOCIITHUIILKOTO IIEHTpY Bam 1010My Ta BUKOpHUCTAHHS
nocayru TpancnoptyBaHHs, Bepcis 1.0-UA(RU), dinanena, Bix 24 rpyans 2021, pociiicbKo0 MOBOIO;
BxuroueHHs J0JaTKOBOTO MicClis TPOBEICHHS KITHIYHOTO BUITPOOOBYBAHHS

No I1.1.B. BiAIOBIIABLHOTO HOCIITHUKA

/i HasBa micus npoBeieHHs KITIHIYHOTO BUIPOOYBaHHS

1. | x.Mm.H. 3onoraiikina B.1.

KomynaneHe HekomepuiliHe mnignpueMcTBO «Micbka KiliHIYHA JikapHa Ne27» XapkiBcbKoi
MICBKOI pajiy, BiJIiIEHHS] IHTeHCUBHOI Tepaitii, M. XapKiB

3MiHa Ha3BU JIOCHIJKYBAHOT'O JIIKAPCHKOTO 3ac00y:

BYJIO CTAJIO
3inTiBekimabd 15 mr/mi, ogHOpa3zoBuii monepeanso | 3utTtiBekimad B 15 mr/mi,  omHOpa3oBwmid
3amoBHeHU# mmpwuil (1 mi) MONEPEIHbO 3aMIOBHEHUH ILIPUILL

Howmep Ta nara Hakazy
MO3 moa0 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2237 Big 18.10.2021




2 MPOJIOBXKEHHS toAaTka 24

Ha3ga kiiHiuHOTO «Jocnimxenns ZEUS - BrnuB 3inTiBekiMaOy MOpIBHSAHO 3 Mmiane0o Ha CepLEeBO-CYAUHHI HACTIIKH B

BUIIPOOYBaHHS, KO/, YYaCHUKIB 3 JI1arHOCTOBAaHUM aTE€pPOCKIEPOTUYHHM 3aXBOPIOBAHHSM CEpLEBO-CYJUHHOI CHUCTEMH,

Bepcis Ta gata XPOHIYHOIO XBOPOOOIO HHPOK 1 cHcTeMHUM 3amaneHHsm»., EX6018-4758, Bepcis 2.0, ¢inanpHa, Bix
13 nunas 2021 p.

3asBHUK, KpaiHa TOB «HoBo Hopaick Ykpaina»

CroHcop, kpaiHna Novo Nordisk A/S, Denmark

CymytHi —

MaTepianu/mpenaparu

CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHs Isan 3A/IBOPHHUX




JlonaTok 25

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
3n0poB’st Ykpainu Big 17 rpyans 2021 poxy
Ne 2814»

8.02.2022 Ne 255

InenTudikarist cyTTeBOi
HONPaBKU

BKJTIOYEHHS JOAATKOBUX MICIIh MPOBEACHHS KIIHIYHOTO BUIPOOYBAaHHS:

No I1.1.B. BiAIIOBiJaJILHOTO OCHITHUKA

n/n Ha3Ba micus nmpoBeeHHs KITiHIYHOTO BUIPOOyYBaHHS

1. | n.m.H., mpod. Ximion JI.B.
KomynanbHe HexomepuiiiHe mignpuemctBo KuiBcbkoi obnacHoi pagu «KuiBcbka o0siacHa
KJIiHIYHA JIIKapHs», By3bKOCIEIaTi30BaHe TepaneBTHYHe BijiieHHs, M. KuiB

2. | k.Mm.H. Crens P.B.
Komynanene Hexomepiiiine mianpueMctBo «Mickka nikapHs Ne6y» 3amopizbkoi MICBKOI pajy,
TepaneBTHUYHE BUTUICHHS, M. 3aOPIKAKS

3. | k.m.H. ['acanos 10.Y.
HepxaBHa yctaHoBa «Harionansauii iHcTUTYT Teparii imeHi JI.T. Manoi HarionansHoi akagemii
MEINYHUX HayK YKpaiHw», BIAJLI KJIIHIYHOI (papMakosiorii Ta (apMakoreHeTUKN HeIHPEKIIHHNX
3aXBOPIOBaHb, M. XapKiB

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1773 Bix 20.08.2021

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«bararonieHTpoBe, paHAOMI30BaHe, IMOJBIMHE cCiine, TuIaned0 KOHTPOJIbOBAHE KIIIHIYHE IOCITIKCHHS
4 da3u 115 OiHKM e(PEeKTUBHOCTI Ta O€3MEeYHOCT] MPU3HAYEHOT0 MiAMIKIPHO TyCceIbKyMaly y Malli€HTIB 3
aKTHBHUM aKClaJbHUM TICOPIATUYHUM apTPUTOM, SIKI HIKOJIM HE OTPUMYBAIM OIOJOTIUHY TEpariiom,

CNTO1959PSA4002, Bix 14.04.2021 p.

3asBHUK, KpaiHa

«IHCCEH ®APMALIEBTHUKA HB», benbris




2
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Cnoncop, kpaiHa

«IHCCEH ®APMAIEBTUKA HBy», benbris

CynyTHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary

(papmaneBTHYHOrO 3a0e3ne4YeHHS

Isan 3AZIBOPHHUX



JlonaTok 26

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 17 rpyans 2021 poxy
Ne 2814»

8.02.2022 Ne 255

Inentudikaris cyrreBoi Bbpomrypa nocninnuka Hipanapu0, Buganns 13 Binx 03.11.2021 p.
MIOTIPaBKH

Howmep ta nata Hakazy Ne 636 Big 22.03.2019
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ha3zga kiinigHOTO «PanmomizoBane, maneb0-KOHTPOJIbOBAHE, MOJBIMHE CIIINE KIIHIYHE AOCTHKeHHS 3 ¢a3u mpemnapary

BUIIPOOYBaHHS, KO/, Hipanmapu6 y xomb6inauii 3 AOiparepona ArneratoM Ta IlpenHizoHom y mnopiBHsSHHI 3 AGipaTepoHa

Bepcis Ta jgaTa AneraroMm Ta [IpeaHizoHOM s TIKYBaHHS MAIIEHTIB 3 METACTATUYHUM PAKOM IMEPEAMIXypPOBOI 321031,
64091742PCR3001, 3 monpaskoro 6 Bix 30.09.2021 p.

3asBHUK, KpaiHa «IHCCEH ®APMAILIEBTHUKA HB», benbris

CnoHncop, kpaiHa «IHCCEH ®APMAILIEBTUKA HB», benbris

CynytHi —

MaTepiajau/npenapaTu

CYIYTHBOI Teparii

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




Jonatok 27

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 17 rpyans 2021 poxy
Ne 2814»

8.02.2022 Ne 255

Inentudikaris cyrreBoi bpomrypa nocninauka CNTO1959 (guselkumab), Buganns 13 Big 14.12.2021 p.
MIOTIPaBKH

Howmep ta nata Hakazy Ne 1773 Big 20.08.2021
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ha3zga kiinigHOTO «bararonieHTpoBe, paHAOMI30BaHe, IMOJBIMHE cCiine, Tuianed0 KOHTPOJIbOBAHE KIIIHIYHE IOCTIKEHHS

BUIIPOOYBaHHS, KO/, 4 da3u 11 OIHKM e(PEeKTUBHOCTI Ta O€3MEeYHOCTI MPU3HAYEHOTO MiAIKIPHO TyCeIbKyMaly y Malli€HTIB 3

BepcCis Ta Jata AKTUBHHUM AaKClaJIbHUM ICOpPIaTUYHUM apTPUTOM, SIKI HIKOJM HE OTPUMYBAIM O10JOTIYHY TEeparmiion,
CNTO1959PSA4002, Bix 14.04.2021 p.

3asBHUK, KpaiHa «JHCCEH ®APMALIEBTUKA HB», benbris

CnoHncop, kpaiHa «IHCCEH ®APMAILIEBTUKA HB», benbris

CynytHi —

MaTepiajau/npenapaTu

CYIYTHBOI Teparii

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




JlonaTok 28

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
3n0poB’st Ykpainu Big 17 rpyans 2021 poxy

Ne 2814»

8.02.2022 Ne 255
Inentudikaris cyrreBoi 301IbIIeHHS KUIBKOCTI AOCHIIKYBaHUX B YKpaiHi Bij MonepeaHbo 3amiaHoBanoi 3 45 1o 70 ocid
MIOTIPaBKH
Howmep ta nata Hakazy Ne 422 Bin 10.03.2021
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
Hassa kniniunoro «[IpocniekTrBHE, paHIOMI30BaHE, IUIAIE00-KOHTPOJIIbLOBAHE, TOJBIHE cCllirne, OaraTtoleHTPOBE,
BUIIPOOYBaHHS, KO/, peecTpariiiHe kiiHiYHe gociaipkeHHs ¢as3u 11 g nopiBHsHHA Topunanimaly (JS001) y moenHanHi 3
BepcCis Ta Jata JeHBaTHUHIOOM Ta Mmianedo y MOe€JHaHHI 3 JIeHBAaTHMHIOOM sk Tepamii 1-i JiHII Hpu HOMMpPEHiH

renarorentonsapHiil kapuunomi (I'LIK)», JS001-027-111-HCC, Bepcis 1.2 Big 02 Bepecust 2020 poky

3asBHUK, KpaiHa [TianpuemctBo 3 100% ino3emuoro iHBectuuiero «cAMK’FOBIA PIIC Ykpaina»
CrioHcop, KpaiHa Shanghai Junshi Biosciences Co., Ltd, China
CynytHi —
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

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




JlonaTok 29

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 17 rpyans 2021 poxy

Ne 2814»
8.02.2022 Ne 255
Inentudikaris cyrreBoi [TonoBxkeHHs TPUBAIOCTI KIIHIYHOTO A0CHiKeHHs B YKpaini 0 31 rpynns 2022 poky
TIOTIPaBKHU
Howmep ta nata Hakazy Ne 545 Big 19.05.2017
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
Hassa kniniunoro «PannomMizoBaHe, MoABIWHE clIille, MIare00-KOHTPOJIbOBAHE JAOCTIHKEHHS ISl OIMIHKU il OeMrenoiqHol
BUIIPOOYBaHHS, KO/, kucinotu (ETC-1002) Ha mosiBy TSKKUX CEpLIEBO-CYAMHHUX SIBHIL y TALI€HTIB 13 CEPLEBO-CYAMHHOIO
BepcCis Ta Jata XBOPOOOIO 200 3 BUCOKMM PU3UKOM ii BHHUKHEHHS, SIKi HE TIEPEHOCATh JIIKyBaHHA cTaTuHaMu», 1002-043,
3 IHKOPIIOPOBAHOIO MonpaBkoto 5 Bij 24 BepecHs 2020 poky
3asBHUK, KpaiHa [Tianpuemctio 3 100% inozemuoro iHBectuuiero «AK'FOBIA PJIC Ykpaina»
CrnoHcop, kpaiHa «Ecnepion Tepan’totike, [nk.» (Esperion Therapeutics, Inc.), CILIA
CynytHi —
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

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




Jonatok 30

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 17 rpyans 2021 poxy
Ne 2814»

8.02.2022 Ne 255

Inentudikaris cyrreBoi
MIOTIPaBKH

OnoBnena Opomrypa pochignuka ans MGDO19, Bepcis 4.0 Bim 16 rpymus 2021; Ownosnena
CP-MGDO019-01, Iadopmanis st namieHTa Ta GopMa iHPOPMOBAHOI 3T0IU — POIMIUPEHHS KOTOPTH, IS
VYkpainu, ¢inansna Bepcis 2.0 Big 23 rpyans 2021 p. ykpaiHCbKOIO Ta POCIMCHKOI0 MOBaMH, Ha OCHOBI
Maiictep-Bepcii aHTIiiicbKor0 MOBOO Aiist €BponH, ¢inanbHa Bepceis 6.0 Big 21 rpymas 2021 p.

Howmep ta nata Hakasy
MQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2147 Bix 04.10.2021

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«Binkpure nocaimxenns | ¢asu, mo Brnepiie NpoBOIUTHCSA Ha JIIOAMHI 3 eckanauiero 1o3u MGDO019 Ta
pO3LIUpeHHIM Koropty, Oicnenugpiynoro DART® nporeina, mo 38'13ye PD-1 ta CTLA-4 y namui€eHTiB 3
HeornepadenpHUMH 200 MeTacTaTUYHUMH HOoBOyTBopeHHsiMH», CP-MGDO019-01, IlompaBka 4 mo
npotokoiy Bij 02 yepBHs 2021 p.

3asBHUK, KpaiHa

TOB «KIIP Ykpaina»

CnoHncop, kpaiHa

Makpo/lxxenike, [ak. (MacroGenics, Inc.), CIIIA

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

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




Jonatok 31

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 17 rpyans 2021 poxy

Ne 2814»
8.02.2022 Ne 255
Inentudikaris cyrreBoi Omnosnena 6pomrypa apocaianuka st INJECTAFER® (kapOokcumanbTo3u 3aiiza iH’€KIis), BUIaHHs: 1,
MOTPaBKU Big 12 nucromana 2021p.
Howmep ta nata Hakazy Ne 2616 Big 24.11.2021
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
Ha3zga kiinigHOTO «BigkpuTe OaraToneHTPOBE OCHIIKEHHS 3 OLIHKU O€3MeKH, MEePEeHOCUMOCTI, (papMaKOKIHETHKH Ta
BUIIPOOYBaHHS, KO/, (dapMakoMHAMIKM  BHYTPIIIHBOBEHHOI KapOOKCHMManbTO3W 3aiiza y HemoBmar (0-1 pik) i3
BepcCis Ta Jata 3amizogedinuTHorO aHeMieto», 1 VIT19046, nonpaska 3 ocrarouna Bepcis: Bia 14 kBitHa 2021
3asBHUK, KpaiHa TOB «KIIP Ykpaina»
CrnoHcop, kpaiHa «AmepikeH Pimxent, [Hk.» (American Regent, Inc.), USA
CynytHi —
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

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




JlonaTok 32

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s

Vkpainu «IIpo 3aTBepaKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA

Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU

310poB’st Ykpainu Bix 17 rpyans 2021 poxy

Ne 2814»
8.02.2022 Ne 255
Inentudikaris cyrreBoi 3MiHa Miclis IPOBEICHHS KITHIYHOTO BUIIPOOYBAHHS !
MOTPaBKU BYJIO CTAJIO
K.M.H. Jlenucos €.M. K.M.H. JleHucos €.M.
Komynanene  HexomepmiitHe — miampueMcTBo | KomyHanbHe HEKOMepIIiiiHe HiAPHEMCTBO
«O06nacHa KIiHIYHA TcuxiaTpuyHa JikapHda | «ObmacHa  KIIHIYHA — TICHXIaTpU4YHA  JIIKApHS
KipoBorpazcekoi obnacHoi pagu», ncuxiarpuude | KipoBorpagcekoi — oOmacHOi — pamu»,  TrocTpe

BiamiieHHs i gopociux  Nel7  (okiHOuUe),
TCUXIaTpUYHE BiJIUIEHHS U1 gopociux Nel§
(uonoBivue), cmT. Hose, M. KponuBHUIIbKHIA,
KipoBorpanceka 0011.

MICUXIaTpUYHE BiUIUICHHS 111 jgopocimx  Nel2
(’kiHO4Y€), rocTpe NCHXIaTpUYHE BIJAUICHHS Ui
JIOPOCTUX Nel3 (domoBiue), CMT.
Hosge, M. KponuBaunpkuit,
KipoBorpasceka o0J1.

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 38 Big 11.01.2020

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Pangomi3zoBaHe, IIOJBIMHE CIIiIIe,

m1a1e00-KOHTPOJILOBAHE,

0araTtoneHTpOBEe JOCHIKEHHS, IO

MPOBOANTHCA B MapalelbHUX TPyIax, i3 3aCTOCYBaHHAM (DiKCOBAaHUX 103 AJIS OLIHKH €(EeKTUBHOCTI Ta
6e3neunocti npemnapaty SEP-363856 y martieHTiB 13 T30 PEHIEI0 Y TOCTPOMY TICHXOTHYHOMY €ITi30/11»,
SEP361-301, Bepcis 4.00 3 iHKOpropoBaHOIO CyTTe€BOIO nonpaskoro 3.00 Bix 26 ciuns 2021 poky

3asBHUK, KpaiHa

[MTignpuemcTtBo 3 100% 1HO3EMHOIO iIHBECTHITIEIO «AVK’TOBIA PJIC Ykpaina»
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Cnoncop, kpaiHa

«Cynosion ®apmacskiorikaic [Hk.» (Sunovion Pharmaceuticals Inc.), CIHA

CynyTHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary

(papmaneBTHYHOrO 3a0€e3ne4eHHS

Isan 3AZIBOPHHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 17 rpyans 2021 poxy
Ne 2814»

8.02.2022 Ne 255

Inentudikaris cyrreBoi
MIOTIPaBKH

[HcTpykii 31 360py 3pa3kiB Kaiy (Ui 3pa3KiB, M0 30MPal0ThCS BIOMA Ta MPUHOCITHCS JI0 TOCIITHUIIBKOTO
HEHTPY), PEAaKilis BUXIAHOTO JOKyMeHTa: octarouHa penakiis 1.0 Bix 08 xoBtHs 2021 p. (aHrmiliceka
MOBa); mepekiageHa ocrarouna penaxiis 1.0 Big 18 sxoBTHsa 2021 p. (ykpaiHChka MOBa), MepekiajieHa
ocratoyna penakiis 1.0 Bix 18 xoBtHs 2021 p. (pociiickka MoBa); KepiBHHIITBO /115 mamieHTa (IporpaMu
kommanii "Medidata") ans moieHHOT peecTpallii CHMIITOMIB (17151 3aIIOBHEHHS Ha €JIEKTPOHHOMY MTPUCTPOT),
Bepcis 1.0 ykpaincekoro MmoBoro Bif 30 BepecHst 2021 p., Bepcis 1.0 pociiicbkoro MoBoto Bif 30 BepecHs
2021 p.; YTounenHs iHngopmailii cTOCOBHO Ha3BU |2-KaHAIbHUI PEECTPATOP I XOJITEP-MOHITOPUHTY
EKT', mo Oyne BUKOpHCTOBYBAaTHCS Yy KiiHIYHOMY BumnpoOyBanHi VTX002-201 mist MOXIMBOCTI #oro
BBE3E€HHS Ha Tepurtopito Ykpainu: byno: 12-kaHanbHuil peectparop s xontep-moHiTopunry EKI
"M12R-04771" B KOMIUIEKTI 13 CyMKOIO-UOXJIOM, KaOEJISIMHU JIJISl ITiJ1€THAHHS €JIEKTPOIIB JIO Malli€HTa Ta
anantepoM. Bupobnuk: "Global Instrumentation LLC", CHIA. Crano: 12-kaHanbHUR peecTpaTop Uis
xontep-MoHiTopuHry EKIT "M12R" B KOMIUIEKTI 13 CYMKOIO-4OXJIOM, KaOelnsiMu nJis MiA € THAHHS
eJIEKTPOAIB 10 mnaiieHTta Ta agantepoM. Bupobnuk: "Global Instrumentation LLC", CIIA; BxitoueHHs
JI0JTATKOBUX MiCIlb TPOBEJICHHS KJIIHIYHOIO BUIPOOYBaHHS

No I1.1.B. BiAIOBIAILHOTO HOCIITHUKA

n/m Hazpa micuisg mpoBeieHHS KJIIHIYHOTO BUITPOOYBAaHHS

1. | x.m.H. KoBamns B.I.

KomynanbHe HekomepitiiiHe mianpueMcTBo «Uepkacbka obimacHa sikapHs Yepkacbkoi o0imacHOL
pazuy, MPOKTOJIOTTYHE BiTUICHHs, M. Yepkacu

2. | n.M.H. Mumnig K.M.

ToBapucTBO 3 00OMEXEHOIO BiAMOBiMaNbHICTIO «baratonpodinsHa kiiHika CBsiToro Mukomas»,
JKYBaJIbHO-IPOQUIAKTUYHUHN MIJIPO3/II, M. 3aOpiIAIKs
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3. | mikap Kupuuenko O.B.

KwuiBcbka KiTiHIYHA JIIKapHA Ha 3aMi3HUYHOMY TpaHcrmopTi Ne2 ¢inii «L{eHTp oXopoHH 310pOB’s»
aKI[IOHEPHOTO TOBAPUCTBA «YKpalHChKa 3ai3HHUIIS», BIUTIICHHS ICHHOTO CTallioHapy, M. Kuis
4. | k.M.H. Tomamxkesuy I'.1.

KomyHnanbHe HekomepiiiiiHe mianpueMcTBO «BiHHMIIbKa Micbka KiiHIYHA JikapHs Nely,
racTpPOEHTEPOJIOTIUHE BIAAUICHHS, BIHHUIBKUI HaIllOHAIBHUN MEIWYHHUA YHIBEPCHUTET IMEHI
M.I. TTuporoBa, kadenpa MponeeBTUKU BHYTPIITHHOI MEIUIIMHN, M. BiHHUIIA

K.M.H. Bumusantoxk B.1O.

KomynansHe HEkoMepiriiiHe mignpueMcTBO «OOnacHa kiiHigHa JikapHs [BaHO-DpaHKIBCHKOT
o0yacHOT paau», TacTPOCHTEPOJOriyHe BijaiieHHs, IBaHO-DpaHKIBCHKUN HAI[lOHAIBHHUMA
MEIWYHHUIA yHIBEpCcUTET, Kadenpa BHYTpimmHbOI Memumuad Nel, KIIiHIYHOI iMyHONOTIi Ta
aneproJsiorii im. akanemika €.M. Heiika, M. [Bano-®paHKiBCbK

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 2616 Bix 24.11.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KOJI,
BepcCis Ta Jata

«baraTonieHTpoBEe paHAOMI30BaHE MOABIMHO ciine Iuianedo-KoHTpoiboBaHe AociimkeHHs Il ¢aszu, mo
IPOBOJUTHCA B MapaJielIbHUX IPYNax Mali€HTIB 13 CepeIHbOTHKKUM a00 TSKKUM IepediroM BUPa3KOBOTO
KOJITY B aKTHBHIM (OpMI 3 METOIO OLIIHKH KJIIHIYHOI €(peKTUBHOCTI Ta Oe3nevynocTi npenapaty VITX002»,
VTX002-201, penakuis 1.0 Bix 24 uepBusa 2021 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITIOBIJTAJILHICTIO «I1I EC AU-YKPATHA»

Cnoncop, kpaiHa

«Onmninan ®apma Jlimiten» (H0dipHE MIANPUEMCTBO B TIOBHIHM BacHOCTI komnaHii «Bentuke baitocaencus
Iakopmiopetitenn») [Oppilan Pharma Limited, a wholly-owned subsidiary of Ventyx Biosciences, Inc.],
Benuka bputanis

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 17 rpyans 2021 poxy

Ne 2814»
8.02.2022 Ne 255
InenTudikarist cyTTeBOi 3MiHa Ha3BU MicClis IPOBEIECHH KJIIHIYHOTO BUNPOOYBaHHS Ta BIAMOBIIAIBHOTO JOCIITHHUKA!
MTOTIPABKH BYJIO CTAJIO
K.M.H. Tamyk 1.B. nikap Cemeren 10.B.
KomynanbHa ycranoBa «UepHiBeubkuii obnacHuii | O6siacHe KOMYHaJIbHE HEKOMeplliiiHe
KIIIHIYHU] OHKOJIOTTYHHH JUCIIaHCcep», | MIAMPUEMCTBO «BbyKOBHHCHKHI KIIHIYHU]
BIJUTIIEHHS IEHHOTO CTallioHapy, M. UepHiBii OHKOJIOTIYHUI LEHTP», CTPYKTYPHHH MigpO3.IiT
KJIIHIYHOI OHKOJIOTIi, M. UepHiBIi

Howmep Ta nara nakazy Ne 662 Bix 16.03.2020
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Hasga kiiHiyHOTO «Jocnimxennsa Il ¢a3u 3 MeToro omiHku Oe3nedyHocTi ¥ edekTuBHOCTI Tepamii mpenapatoMm SYD98S,
BUIIPOOYBaHHS, KO/, KOH I0raToM aHTHUTLIA Ta JJIKapChbKOi PEUOBUHH, 1110 TPOBOJUTHCS B OJIHIN IPyIi MAlllEHTOK 13 pELUAUBHUM,
Bepcis Ta JaTa MOLIMPEHUM a00 METaCTaTUYHUM PaKoM eHJoMeTpito 3 ekcnpeciero HER2, y sxux panimie 6ysio BUSBIEHO

MpOrpecyBaHHsl 3aXBOPIOBAHHS Ha TJII YW MICJS MPOBEACHHS XiMioTepamii mepiioi JiiHIT Ha OCHOBI
npenapartiB miaTuHuy, SYD985.003, pexakiist 3.0 Big 30 BepecHs 2020 p.

3asBHUK, KpaiHa TOBAPHCTBO 3 OBMEXXEHOIO BIJIITOBIJIAJIBHICTIO «ITI EC A-YKPATHA»
Cnoncop, kpaiHa «bittonaic b.B.», [Byondis B.V.], Hinepnanau

CynytHi —

MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3A/IBOPHHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 17 rpyans 2021 poxy

Ne 2814»

8.02.2022 Ne 255
Inentudikaris cyrreBoi OHOBIIEHU TPOTOKOJ KIIHIYHOTO BUTMIPOOYyBaHHs, Bepcis 3 Bix 27 xoBTHA 2021 p.; Dopma iHpopmoBaHoi
MOTPaBKU sroau, Bepcis 4.0 st YkpaiHu yKpaiHChKOIO Ta pociiicbkoro MoBamu Bif 01 rpyans 2021 p. Ha ocHoBsi

Maricrep-Bepcii hopmu iHGOpMOBaHOI 3roau I nociipkeHass BN42082, Bepcis 3, Bix 27 xoBTtHs 2021 p.

Howmep Ta nata Hakazy Ne 3059 Bin 29.12.2020
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Hasga kiiHiyHOTO «baraTonieHTpoBe, paHioMi3oBaHe, MOABIIHE cilille, KOHTPOJIbOBaHe AochipkeHHs (as3u IIIb mis ouinku
BUIIPOOYBaHHSI, KO/, e(EeKTUBHOCTI, 0€3MeYHOCTI Ta (PapMaKOKIHETUKH BHIIMX J03 OKpenizymMady y JOpOCIUX MAIl€HTIB 3
Bepcis Ta JaTa pPEeLIUBYIOYMM PO3CIIHUM ckiiepo3om», BN42082, sepcis 2 Bix 29 6epesns 2021 p.

3asBHUK, KpaiHa ToBapucTBO 3 00MEXKEHOI0 BiAMOBIAAIBHICTIO «Pomn Ykpainay

Cnoncop, kpaiHa ®.Xodpdpmann-JIs Pour JIta, HIseituapis

CynyTtHi —

Mmarepianu/npenapaTi

CYMyTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 17 rpyans 2021 poxy
Ne 2814»

8.02.2022 Ne 255

Inentudikaris cyrreBoi
MIOTIPaBKH

Bpoirypa nocnignuka Ha qociaKyBaHu Jikapebkuit 3aci6 [TampeBnymab, Buganss 19.0 Bix 05 nucronana
2021 poxky, aHTIiiichKOI0 MOBOIK; Jlocke mOCHiKyBaHOTO Jlikapchkoro 3aco0y (IlampeBmyma0), Bepcis
3.2 Big Bepecus 2021 poky, anrmiiicekoro MoBoto; Jlomatok g0 Pozainy 2.1.P.8 «CraGinbHicTe» 10 Jloche
JOCIIKYBaHOTO Jlikapchkoro 3aco0y (ITampesnymal), Bepcist 3.2 Bin BepecHs 2021 poky, aHTIIHCHKOIO
MOBOI0; [101OBKEHHS TEPMiHY NMPUIATHOCTI JIIKAPCHKOTO 3ac00y maMpeBirymMad 10 48 MicCsIIiB.

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 80 Bix 19.01.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«3edipyc II: PannomizoBane, nojgiiiHe ciine, miane00-KOHTPOJIbOBaHE KIIHIYHE JOCTIKeHHs ¢a3u 3 3
METOIO OILIIHKY €(DeKTUBHOCTI Ta O€3MEeKH MpenapaTy naMpeBiIyMad y NaIieHTIB 3 1[10MaTUYHUM JIETEHEBUM
¢i16po3zom (IJID)», FGCL-3019-095, 3 ITonpaskoto 1.0 Big 03 6epesnst 2021 poky

3asiBHUK, KpaiHa

TOB «BOPJIIBAI I KJITHIKAJI TPAIJIC YKP»

Cnoncop, kpaiHa

«®Pi6pol'en, Ink.» (FibroGen, Inc.), Cnonyueni llItatu Amepuxu

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 12 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 17 rpyans 2021 poxy

Ne 2814»
8.02.2022 Ne 255
Inentudikaris cyrreBoi Omnosnenutii [Ipotokon (Bepcist 1.4 Bixg 20.12.2021 p.); 3miHa HeHTpaTi30BaHUX TEXHIYHUX MPUMIIICHb, 10
IIOIIPABKH OyIyTb BUKOPHUCTOBYBAaTHCH JJIsi TPOBEJCHHA KIIHIYHOTO BHUMNpPOOyBaHHS (J1aboparopis), y SKHX
[EHTPaIi30BaHO OyIyTh BUMIPIOBATHCS 200 OI[IHIOBATUCSI OCHOBHI KPUTEPIi OLIHKU:!
BYJIO CTAJIO

TOB «MEJIIKABEP IHTETPEUTE/] KJIIHIKAJI | TOB «MJI «JIUJIA», 01103, m. Kuis, BYIL.
CEPBICEC IOKPEWMH», 04214, M. Kuie, Byx. | IIpodecopa ITifBrcombkoro, 6yauHoK 6 A,
[Tonspua 2/58, «A», +38 044 364-30-09,

+38 044 490 60 60, t.linkevych@dila.com.ua
natalia.ierchenko@medicover.com

Howmep 1a narta Hakasy Ne 893 Bin 15.04.2020
MOQO?3 11010 3aTBEpPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3sBa kniniuHOTO «Binkpure 6araTolieHTPOBE MIKHAPOAHE JOCIIKEHHS €()eKTUBHOCTI Ta O€3MEYHOCTI JIIKapChKOT0 3ac00y
BUIIPOOYBaHHS, KO/, Pe3orno6in (Human Anti-D (rh) immunoglobulin) BupoOuunrsa TOB «biodapma Ilnazmay, Ykpaina, y
BepcCis Ta Jata BariTHUX JKIHOK B aHTEHATAJIbHOMY Ta IMOCTHATAJIbHOMY NEpiOAl B PYTHHHIA KIIIHIYHIA HpPaKTHIl AJs

npodiIaKTUKU pe3yc-CeHCcnOuTi3alii, 3 MArpynor AOCHIHKEHHS AesIKUX MapaMeTpiB (papMakoKIHETUKNY,
1901-RH-BF, Bepcis 1.3 Bix 17.09.2021

3asBHUK, KpaiHa TOB «bBIODAPMA IIJTA3MA», Ykpaina
CnoHcop, kpaiHa TOB «bBIO®APMA TTJIA3BMAY», Ykpaina
CynyTtHi —

MaTepianu/mpenapaTu

CYNyTHBOI Tepamii

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




