JonaTok 1
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeeHHS KIIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta

3aTBEPKEHHS CYTTEBUX MOMPABOK
16.04.2022 Ne 645

HasBa kiHI4HOTO
BUNIPOOYBaHHS, KO/,
Bepcis Ta gara

«®Da3a 2a, panaoMi3oBaHe, ciirne, 6araToreHTPOBE TOCIIKSHHSI 3 BUBUECHHS KoMOiHaIii mpenaparis AB-729
1 VTP-300 y narieHTiB 3 XpOHIYHUM renaTuToM B 3 BipycHOIO cympecietoy», ko gociimkenus AB-729-202,
Bepeis 1.0 Bix 13 sxoBtH 2021 poky

3asBHUK, KpaiHa

TOB «<APEHCIA EKCIIJIOPATOPI MEICIHY, Ykpaina

CnoHncop, kpaiHa

ApOyryc biodapma Kopnopeiinn, CILIA/ Arbutus Biopharma Corporation, USA

[Tepenik qocmimKyBaHUX
JKapChKUX 3ac001B
Jikapcbka dopma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

AB-729, (AB-729 mis id’exiiiii); CTepWIbHUE pO3uMH Ui MimmkipHux iH'ekmid (1,0 M y ¢uakoHi);
180 mr/mi; Yourway Transport Biopharma Services, CILIA; Nitto Avecia Pharma Services, Inc., CILIA;
ChAdOx1-HBV (BekTOpHa BakilMHa MPOTH BipyCHOTo renatuTy B - axeHoBipyc mmmman3e mramy Oxkchop
1; VTP-300 npaiim riatdopma [Chimpanzee Adenovirus Oxford 1-vectored Hepatitis B Virus Vaccine; VTP-
300 prime platform]) (ChAdOx1-HBV); cycnensis mist BHyTpimHbOM's130BUX iH'ekitiii (0.5 M y duakosi);
1 x 10! BipycHux wactouox/ mimimiTp); Advent Societa’ a responsabilita’ limitata, Itamis; Catalent CTS
(Edinburgh) Limited, Benukoopurasnisi; SGS Vitrology Limited, Benuko6puranis; SGS Lab Simon SA,
benbris; Moderum Scientific Limited, BenukoGpuranis;

MVA-HBV (MVA-BekTOpHa HeperutiKalliiiHa BakI[iHA MPOTH BipycHOro rematuty B y moxeit; VTP-300
oycrepua matdopma [A non-replicating MVA-vectored vaccine for Human Hepatitis B virus; VTP-300
boost platform]) (MVA-HBV); cycniensis ais BHyTpimHboM's30BuX in'exiit (0.5 Mn y ¢maxoni); 2.0 x 108
OssaKoyTBOprotoUMX oauHuI/ MutiTp); ABL Europe, ®panuis; ABL Europe, ®panuis; Confarma France
— Hombourg, ®panis; Nucro-Technics, Kanana; Catalent, Pharma Solutions, Benmuko6puranis;

AB-729, (AB-729 nmns id’exiiil); CTepWIbHUM pO34MH Ui MimmKipHux iH'ekmid (0,5 M y ¢uiakoHi);
180 mr/mi (90 mr/0,5 mi); Yourway Transport Biopharma Services, CIIIA; Nitto Avecia Pharma Services,
Inc., CIIA;

[Tnane6o 1o ChAdOx1-HBV ta MVA-HBV (Po3uun Hatpito xaopuny); 0,9%; Private Joint Stock Company
“Pharmaceutical Firm “Darnitsa”, Ykpaina
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Binnosiganpamii (1) 1) nikap oOpsiachka M.A.
JIOCJTITHUK (M) Ta Micle MenuyHuii IIEHTP TOBAPUCTBA 3 OOMEKEHOO BiIMOBINATBHICTIO «I 'apMOHIs Kpacuy, BIIIUICHHS KITHIYHAX
(s1) mpoBeEHHS BunpoOyBanb, M. Kuis

BUNPOOYBaHHS B YKpaiHi

[Ipenaparu nopiBHSHHSA, | —
BUPOOHHK Ta KpaiHa

CynyTHi naboparopHi Habopu
MaTepianu/mpenaparu
CYIYTHBOI Teparii

B.o. renepasibHoro n1upexkropa Jlupekropary
dapmaneBTHYHOIrO 3a0e3MeYeHHs Isan 3A/IBOPHHUX




JonaToxk 2

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

3aTBEPKEHHS CYTTEBUX MOMPABOK
16.04.2022 Ne 645

HasBa kiHI4HOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jara

«®Daza 2, panmomizoBaHe, MOJBilHE cime, MIaned0-KOHTPOIbOBaHEe, 0AraTOIEHTPOBE JOCIHIIKCHHS IS
BHU3HAUEHHS J103M 3 METOI0 OILIHKH 0e3Mme4yHoCcTi Ta eeKTHBHOCTI 1HAYKIiHHOI Tepamii EdaBaneiikinom
Anbda y HarienTiB 3 aKTHBHUM BUPA3KOBUM KOJIITOM Bijl CEPEAHBOTO J0 TSHKKOTO CTYIICHS TSHDKKOCTI», KOJT
nociipkenHs 20170104, inkopriopoBanuii oHOBJIEHO nonpaBkoro 1 Bij 11 ceprast 2021 poky

3asiBHUK, KpaiHa

[TignpuemctBo 3 100% 1HO3EeMHOIO IHBECTHUITIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

«AmxkeH [HK.» (Amgen Inc.), CIIIA

[Tepenik mocmimKyBaHUX
JiKapChKUX 3ac00iB
Jikapchka Gopma,
JI03YBaHHSI, BUPOOHHK,
KpaiHa

Edaganeiikin Anspa (AMG 592) (AMG 592; Edaanciikin Anspa (AMG 592) 2 mr/mn; Edaaneiikin
Ansda AMG 592); Po3unn ans in’ekiii 2 mr/mn y diakoni 1.25 mi; 2 Mr/mun; Mr/mit (Mutirpam/MutiniTp);
Amgen Inc., USA; Amgen Europe B.V, Netherlands; Fisher Clinical Services UK Limited, UK;

[Tnae6o no Edasaneiikin Anbda (AMG 592), Po3uun ans in’ekuii 2 mr/mn y dnakoni 1.25 mi; Amgen Inc.,
USA,; Amgen Europe B.V, Netherlands; Fisher Clinical Services UK Limited, UK

Binmosimansauii (1)
JTOCJTITHUK (M) Ta Micle
(s) mpoBeIeHHS
BUIIPOOYBaHHS B YKpaiHi

1) k.mM.H. I'epacumenko O.M.

MeauuHuil HEHTP TOBapUCTBa 3 00MEXEHO0 BiANOBIIaNbHICTIO «Meanunuii nentp «Koncuniym Memikany,
CTalllOHapHE BIJIUIEHHS 3 TaCTPOEHTEPOJIOTIYHUMHU Najatamu, M. Kuis

2) k.M.H. Omiiinuk O.1.

KomyHanbHe HekoMepLiliHe —MiJIpUEMCTBO
racTPOEHTEPOJIOTIUHE BIIJIICHHS, M. 3arOPIKKS
3) mikap Llapunna H.II.

Meauunuii uentp «Ox!KniHik+» ToBapucTBa 3 0OMEKEHOIO BIANOBIJANBHICTIO «MIXKHAPOJHUI 1HCTUTYT
KIIIHIYHUX JOCTIKEHBY, BT TaCTPOCHTEPOJIOTIT Ta renaTojorii CTallioHapHOTO BijiieHHs, M. Kui

4) k.M.H. Bummasntok B.1O.

KomynanbHe HexoMmepuiiiHe mianpueMcTBo «OOnacHa KiiHIuHA JiKapHs IBaHO-DpaHKIBCbKOi 001acHOI
pamu», TacTpOCHTEPOJIOTiYHE BiajauIeHHs, [BaHO-DpaHKIBCHKUI HaIlOHATBLHUNA MEIWYHUNA YHIBEPCHTET,
kadenpa BHyTpimHbOI MeauiHu Nel, kiiHiuHOi iMyHOJOTIi Ta aneprojorii iM. akagemika €.M. Heiika,
M. IBano-®paHKIBChK

«Micbka JikapHs Ne6» 3amopi3pkoi MIChKOI paju,
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5) n.m.H., mpod. CranHicnaBuyk M.A.

KomyHnansHe HekoMepIliiHe MianpueMcTBO «BinHubka oOnacHa kiiHIYHA JikapHs iM. M.I. ITuporoma
Binanmpkoi o0macHOT pamu», OONACHUN CIeliali3oBaHUN KIIHIYHHA TacTPOSHTEPOJIOTIYHUN LEHTD,
Binnunpkuit HarioHanpbHUN MeauuHui yHiBepceuteT iM. M.I. [Iuporosa, kadeapa BHYTPIIIHbOI METUIIMHA
Nel, m. Binuwnig

6) n.m.H., mpod. ITpuctyna JI.H.

KomynansHe HekoMepiiiitHe mignpueMctBo CyMchkoi o0macHo1 paan «CyMcbka obJlacHa KITiHIYHA JIIKapHS»,
racTpoeHnrteposoriyde BigauieHHs, CyMCbKHI JepxaBHUM yHiIBepcuTeT, MeauuHui I1HCTUTYT, Kadeapa
BHYTPIITHBOI METUITUHU 3 IICHTPOM peCHipaTopHoi Menuiuau, M. Cymu

7) n.m.H. I'pigae O.€.

HepxaBHa ycraHoBa «Hamionansauii incTuTyT Tepanii iM. JI.T. Manoi HarionansHoi akanemii MeIuaHUX
HayK YKpaiHu», BIAJIJICHHS racTPOSHTEPOIIOTii Ta Teparnii, M. XapKiB

8) mikap Jlormanimi T.1.

Komynansne Hekomepuiiiae mianpuemctBo KuiBcbkoi o6macHoi paau «KuiBcbka o01acHa KIiHIYHA TIKApHS»,
TeparneBTUYHE BiIieHHs, M. KuiB

[Tpenapaty nopiBHAHHS,
BUPOOHUK Ta KpaiHa

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

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




JonaTok 3

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

3aTBEPKEHHS CYTTEBUX MOMPABOK
16.04.2022 Ne 645

HasBa kiHI4HOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jara

«®a3a 1, mozaBiiiHe ciine, paHIOMi30BaHe, MIae00-KOHTPOJIbOBAHE JOCIIIKEHHS MEPIIOr0 3aCTOCYBAHHS
npenapaty ALG-020572 y mioauHu, [0 BBOIUTHCSA MIAMIKIPHO, JUISI OLIHKM HOTO O€3MeYHOCTI,
MEePEHOCUMOCTI, (PapMAKOKIHETHKH 1 (hapMaKOAWHAMIKH ITICIIS OJTHOKPATHOTO BBEJICHHS y 3pDOCTAI0UUX 033X
y 3a0poBux noOpoBoibliB (Hactuna 1) i1 micis GaraTokpaTHOrO BBEJEHHS Y MAII€HTIB 3 XPOHIYHUM
renatutoM B (Yactuna 2)», kon gocnimpkenHs ALG-020572-401, sepcis 2.0, Big 19 nucromaga 2021 poky

3asBHUK, KpaiHa

TOB «<APEHCIA EKCIJVIOPATOPI MEJICIH», Ykpaina

CnoHncop, kpaiHa

Amniroc Tepansiotike, IHK. /Aligos Therapeutics, Inc., USA

[Tepenik qocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcbka dopma,
JI03yBaHHs, BUPOOHUK,
KpaiHa

ALG-020572 (ALG-020572; AVL-5594); crepunbuuii po3unn mis in'exmii (1,0 it y duakoni); 150 mMr/mi
(mimirpam Ha mimimitp); Nitto Avecia Pharma Services, Inc., CIIIA; Nitto Avecia Pharma Services, Inc.,
CIIA; Cambrex, CIIIA; ALMAC CLINICAL SERVICES LIMITED, Benukobpuranis;

[Mnane6o no ALG-020572, pozunn Hatpito xiopuay 0,9 %, mimmkipaa in’ekiis; Nitto Avecia Pharma
Services, Inc., CIIIA; Nitto Avecia Pharma Services, Inc., CIIIA; Cambrex, CIIIA; ALMAC CLINICAL
SERVICES LIMITED, BenukoOpuranis

Binmosimansaumii (1)
JTOCJIITHUK (M) Ta MicIIe
(s1) mpoBeeHHS
BUIIPoOYyBaHHs B YKpaiHi

1) nikap J{o6psiachka MLA.
MenuyHuii IEHTP TOBapHUCTBA 3 OOMEKEHOIO BIAMOBIIAIBHICTIO «ApeHcis Excrimoparopi Memiciny, BiAaiI
KIIHIYHUX JocTiakenb, KuiBcbka 0611., CBATOMMHCHKHIA p-H, ¢. KamiTaHiBKa

[TpenapaTty nMopiBHAHHS,
BUPOOHUK Ta KpaiHa

CynytHi
MaTepiajau/mpenaparu

CYIYTHBOI Teparii

nabopaTopHi Habopu

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonartox 4

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

3aTBEPKEHHS CYTTEBUX MOMPABOK
16.04.2022 Ne 645

HasBa kiHI4HOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jara

«PanomizoBaHe, OJIBIMHO CIline, mIaned0-KOHTPOIbOBaHE, 0araToIeHTPOBE JOCIIKEHHS 3 TapaieIbHUMU
rpynamMu st BuB4YeHHs mnpernapary CVL-865 B sKocTi 10JaTKOBOi Teparii B IOPOCIMX MAI€HTIB i3
PE3UCTEHTHUMH JIO JTIIKAPCHKUX 3acO0iB CMIICNTHYHUMHU HamajaMu 3 (OKATBHHM IMOYAaTKOM (KIIiHIYHE
BurnpoOyBanus REALIZE)», kon gocmimkenns CVL-865-SZ-001, npotokon Bepceis 4.0 Bix 30.06.2020 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

CnoHcop, kpaiHa

Cerevel Therapeutics, LLC, United States

[Tepenik mocimimKyBaHUX
JiKapChKUX 3ac00iB
Jikapceka opma,
JI03YBaHHsI, BUPOOHHK,
KpaiHa

Darigabat (mapirabar) (CVL-865; PF-06372865; Darigabat); Tabnerku; 2.5 mr; Millmount Healthcare
Limited — PCI Pharma Services, Ireland; Lonza, USA; Lonza, USA;

Darigabat (mapiradar) (CVL-865; PF-06372865; Darigabat); Tabnerku; 5.0 mr; Millmount Healthcare
Limited — PCI Pharma Services, Ireland; Lonza, USA; Lonza, USA;

Darigabat (mapiradar) (CVL-865; PF-06372865; Darigabat); Tabmerku; 7.5 mr; Millmount Healthcare
Limited — PCI Pharma Services, Ireland; Lonza, USA; Lonza, USA;

[Tnane6o no Darigabat (mapiradart), Tabnerku; Millmount Healthcare Limited — PCI Pharma Services, Ireland,;
Lonza, USA; Lonza, USA

Bianosiganbamii (1)
JIOCJTITHUK (M) Ta MicIie
(s1) mpoBeeHHS
BUNIPOOYBaHHA B YKpaiHi

1) a.m.H., pod. dydenko A.€.

KomyHanbHe HekoMmepIiiiHe miaAnprueMcTBO XapKiBchkoi obsacHoi paau «O6sacHa KiIiHIYHA MICUXiaTpUuyHa
sikapHs Ne3y, JIiKyBaJIbHO - JIarHOCTUYHUH LEHTP JIUIsl XBOPUX Ha EMIJIETCII0 3 ICUX1aTPUYHOI0 MaTOJIOTI€E0,
M. XapkiB

2) n.M.H., ipod. CkpunHikoB A.M.

Komynanbshe nignpuemcto «O01acHu# 3aKiaj 3 HaJlaHHs rcuxiarpuyHoi fonoMoru [lontaBeskoi o0macHOl
pamu», 2-A BIAAUICHHS TICUXIaTPUYHE Ui JOPOCTUX (4oyioBiue), S5-b BiAAUIEHHS TCHUXIaTpUYHE IS
nopocnux (kinoue), [TonraBchkuil nepkaBHUNA MEIUYHUM yHIBEpCUTET, Kadenpa ncuxiarpii, HapKoJIOTii Ta
meandHol ncuxounorii, M. ITontasa

3) n.m.H., ipod. Map’enko JL.b.

Komynanene HexomepiiiiHe mianpueMctBo JIbBiBChbKOi oOjacHOi panu «JIbBiBcbka obOniacHa KiiHIYHA
JKapHs», HEBPOJIOTIYHE BIIIIICHHS, 00JaCHHIA MPOTUENIIeNTUYHIHN IeHTp, JIbBIBCbKMIT HalliOHAIbHUN
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MeIWYHHUN yHiBepcuTeT iMeHi Jlanwmia [anunpskoro, kadeapa aeBpoorii, M. JIbBiB

4) x.m.H. Homousik 1O 1O.

ToBapucTBO 3 00ME)KEHOIO BianoBiAanbHICTIO «Meauanuii ieHTp «iamen», M. Ykropoa

5) nmikap Omimesceka H.B.

Mennunuii nentp «Ox!KuiiHik-+» TOBapucTBa 3 0OMEKEHOIO BIAMOBINANBHICTIO «MIDXXKHAPOIHUIN IHCTHTYT
KJIHIYHHX JOCTIHKEHBY, BIJUIUT HEBPOJIOTi, ICUXI1aTpPii Ta €NIJICNTOJIOT] CTallioHApHOTO BiaauieHHs, M. KuiB

[IpenapaTty nMopiBHAHHS,
BUPOOHHK Ta KpaiHa

CymyTHi
MaTepianu/mpenaparu
CYIYTHBOI Teparii

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




JonaTok 5

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

3aTBEPKEHHS CYTTEBUX MOMPABOK
16.04.2022 Ne 645

HasBa kiHI4HOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jara

«52-THKHEBE TOCIIKeHHS ePEeKTUBHOCTI Ta O6e3meku 3acTocyBaHHs npemnapary AiikoCema (IcoSema) 1 pa3
Ha TIKJICHb y TMOPIBHSHHI 3 3aCTOCYBaHHSM CeMariyTuay | pa3 Ha THXKJACHb y MAIliEHTIB 3 IIyKPOBUM
niabeToM 2-TO TUIY, CTaH SIKUX HEJAOCTaTHBRO KOHTPOIIOEThCs aroHicrom peuentopiB I'TIII-1, 3 a6o 6e3
OJIHOYACHOTO 3aCTOCYBAaHHSI MEpOpalibHUX MpoTuaiadbernyHux mpemnaparis (gociimkeHHs COMBINE 2)y,
kon mocikeHast NN1535-4592, dinansHa Bepceis 4.0 Bing 10 cepnnst 2021 poky

3asBHUK, KpaiHa

TOB «HoBo Hopaick Ykpaina»

CnoHncop, kpaiHa

Novo Nordisk A/S, Denmark

[Tepenik qocmimKyBaHUX
JKapChKUX 3aC00iB
Jikapcbka dopma,
JI03yBaHHs, BUPOOHUK,
KpaiHa

AiikoCema (iHcynmiH aiikomek + cemarmytuna), lcoSema (insulin icodec + semaglutide) (Insulin
icodec/SEMAGLUTIDE; incynin aiikozaexk (insulin icodec)/cemarnyrun (semaglutide)); po3uns ams iH'ekiii,
B IOIEPeIHBO 3anoBHeHil mmpui-pyuri PDS290 06’emom 1,5 mut; 700 Oxn/min (oguauIb/MisiniTp)/2 Mr/mit
(mimirpamu/mininitp); Novo Nordisk A/S, Denmark; Novo Nordisk A/S, Denmark; Novo Nordisk A/S,
Denmark; Novo Nordisk A/S, Denmark; Hovione FarmaCiencia, S.A., Portugal; Catalent Germany
Schorndorf GmbH, Germany

Binmosimansaumii (1)
JTOCJIITHUK (M) Ta MicIIe
(s1) mpoBeeHHS
BUIIPOOYBaHHS B YKpaiH1

1) n.m.H., pod. TTepuesa H.O.

BinokpemiieHuil CTpyKTYypHUI Mipo3ail «YHIBEPCUTETChKa KIIHIKa» JIHIIPOBCHKOrO J€p>KaBHOTO
MEIUYHOTO YHIBEPCUTETY, BIUIEHHS €HJOKpUHOJIOr1], [IHINPOBCHKUIA JIepKaBHUN METMYHUIN YHIBEPCUTET,
kadeapa eHaoKpuHoIIorii, M. [{Himpo

2) 1.M.H., ipo¢. Biacenko M.B.

KomyHnanpHe HekoMepiliiHe MianpueMCTBO «BiHHUIBKUN 00JacCHUN KIIHIYHUNA BHCOKOCIICIaIiI30BaHUMN
€HJIOKPUHOJNIOTIYHNI I1eHTp BinHuibkoi oOnacHoi Paam», TepameBTuuHe BimaiieHHs Ne2, BiHHHIBbKUi
HalloHaNbHUN MenuyHuil yHiBepcuteT iM. M.1. IIuporosa, kadeapa engokpuHoorii, M. BiHHuUISA

3) n.m.H. 3iany O.B.

Jlep>xaBHa yctaHoBa «IHCTUTYT eHIOKpuHOIOTIT Ta oOMiHy pedoBuH iM. B.I1. Komicapenka HarionanpHOT
akajemii MeIWYHMX HayK YKpaiHu», BIJJIUICHHS KJIIHIYHOT (apMakoiorii, Mmigpo3aid BiAILTY BiKOBOT
€HIOKPUHOJIOTII Ta KJIiHI4HO1 apmakoJorii, M. Kui
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4) n.m.H. Kepasosa H.M.
Jlep>xaBHa HaykoBa yctaHoBa «lleHTp iHHOBaIiiHUX MeauuHux TexHonorii HAH VYkpainwy», BinmineHHs
Tepanii Ta eHJIOKPHUHOJIOTIT Ha 0a3i BiAIUTY TIaTHOCTUKHM Ta JIIKYBaHHS METa0OJIYHUX 3aXBOpIOBaHb, M. KuiB

[Ipenaparu nopiBHAHHS,
BUPOOHUK Ta KpaiHa

Ozempic®, cemarnytun (Semaglutide) (SEMAGLUTIDE; cemariytua (semaglutide)); po3uus uist iH'eKIIii,

B TIOMEPENHBO 3amoBHEHiW mmpuil-pydni PDS290 o6’emom 1,5 mur; 1.34 mr/mu (Mimirpam/MuTiiTp);
Novo Nordisk A/S, Denmark; Novo Nordisk A/S, Denmark

CymnyTHi
MaTepianu/mpenaparu
CYITyTHBOI Teparrii

1. JTabopatopHi HabopH Ta T0AATKOBI MaTepialiu 0 HUX.

2. CucreMu TEMIEpaTypHOTO MOHITOPHHTY Ui Micis 30epiraHHs —mpenapary JIOCIKESHHS
(Berlinger Fridge-Tag® 2L) ta tpancnoptHi (Berlinger Q-tag Data Logger).

3. Ckanepu mrpux-koais Symbol DS4308 (Symbol DS4308 USB-kit, black w / shielded USB cable).

4. Cmaptdonu Apple iPhone (BupoOuuirTBo kommanii Apple), siki OyayTh BUKOPHUCTOBYBATHUCS B SKOCTI
eneKTpoHHUX MioaeHHuKiB. [Dmanmer Apple iPad Air (BupoOuuirBo kommanii Apple), ski OyayTh
BUKOpUCTOBYBaTHCH Jlikapem-/locimiTHUKOM ISl IEpEBIPKH TaHUX Ta PU3HAYCHHS J103.

5. CucteMu MOHITOPHHTY PiBHIB IJIFOKO3H B KpOBi — rimokomeTpu AKKy-Uek® Inctant (Accu-Chek® Instant)
Ta po3XigHi Marepianu 10 HUX (TecT-cMyxku Akky-Uek Incrant Tecr crpinc (Accu-Check Instant Test
Strips) i mannern Axkky-UYek Codrekine (Accu-Chek Softclix Lancets).

KommnaHis, sika i€ 3a TOBIPEHICTIO, SIKY HaJlaB CIIOHCOP UM 3asBHUK Ha BBE3EHHS JOCIIIKYBaHUX JIKapPChKUX
3aco0iB Ta cynyTHiX MarepiaiiB: TOB «llenTp kiiHigHuX gocaipkerb JITI.

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




JonaTok 6

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

3aTBEPKEHHS CYTTEBUX MOMPABOK
16.04.2022 Ne 645

HasBa kiHI4HOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jara

«PanomizoBaHe, TOJBIMHE clile, IIane00-KOHTPOILOBAHE MOCITIDKEHHS JUIsl OIIHKK OE3MeYHOCTI Ta
edextuBHOCTI KpiHecepdonTa (NBI-74788) y mopociux maiieHTiB 3 KIACUYHOIO BPOXKEHOIO TiMepIuIa3iero
KOpY HaJJHUPHHKIB, 3 TOAAJBIINM BiIKPUTHUM JIIKYBaHHAMY, Kol nociimkenns NBI-74788-CAH3003, Bepcis
npotokoary 5.0, Bix 30 nucronaga 2021

3asiBHUK, KpaiHa

Axuensciops JIta., Yropumnaa

CnoHcop, kpaiHa

Neurocrine Biosciences, Inc., CIIIA

[Tepenik mocmimKyBaHUX
JiKapChKUX 3ac00iB
Jikapchka Gopma,
JI03YBaHHSI, BUPOOHHK,
KpaiHa

Kpineceppont (NBI-74788; KpinecepdonTt); TBepaa kamcyna; 50 mr (mizirpam); Millmount Healthcare
Limited, Bemukoopuranis; Biotec Services International Limited — Trading as PCI Pharma Services,
BenukoOpuranis;

[Tnane6o mo Kpinecepdout, tBepma kamcyna; Millmount Healthcare Limited, BenukoGpuranis; Biotec
Services International Limited — Trading as PCI Pharma Services, BennkoOpuTtanis

Binmosimansauii (1)
JTOCJTITHUK (M) Ta Micle
(s) mpoBeIeHHS
BUIIPOOYBaHHS B YKpaiHi

1) n.m.H., mpod. Komicapenko FO.1.

VYKpaiHChKUI HAyKOBO-TIPAKTUUHUI LIEHTP €HJIOKPUHHOI X1pyprii, TpaHCIJIaHTAallli €eHJOKPUHHUX OpraHiB 1
TkaunH MO3 VYkpainu, Biaain HeHpOEHIOKPUHOJIOTII Ta 3aralbHOl eHJoKpuHOoOorii, HarioHanbHui
MeanuHuit yHiBepcuteT iMeH1 O.0. boromonbiis, kadeapa eHnokpuHoorii, M. Kui

2) k.M.H. Tepexosa .M.

HepxaBHa yctaHoBa «lHcTUTYT eHmokpuHoiorii Ta oOminy pedoBuH iM. B.II. Komicapenka HAMH
VYkpaiHuy», BiJ1iJ 3arainbHOT €HJOKpUHHOI narosorii, M. Kui

3) n.m.H., mpod. Bracenko M.B.

KomyHnaneHe HexoMmepiliiiHe MiANpPUEMCTBO «BiHHUIBKUN OONMAacCHUN KIIIHIYHHUN BHCOKOCTICIIaNi30BaHUMN
EHJIOKPUHOJIOTIYHNN TIeHTp BinHmibKoi obOnacHoi Pamm», TepaneBTnune BimauteHHs Ne2, BiHHULBKUI
HalioHanbHUM MeauuHui yHiBepcuteT iM. M.I. [Iuporosa, kadenpa enokpuHoiorii, M. BiHHUIA

4) n.m.H., ipod. bonbmosa O.B.
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HepxaBHa yctaHoBa «lHCTUTYT eHmokpuHojorii ta oominy pedoBuH iM. B.II. Komicapenka HAMH
VYkpainu», HayKOBO-KOHCYJbTATUBHUK BT aMOyJaTOPHO-MPOQITAKTHYIHOT JOIMOMOTH XBOPHUM 3
€HJIOKPUHHOIO MaToJiorieto, M. Kuis

5) n.m.H., mpod. 3eminceka H.B.

VYkpaiHCbKHUI HAYKOBO-TIPAaKTUYHUN IIEHTP €HIAOKPUHHOI Xipyprii, TpaHCIJIaHTallil €eHJOKPUHHUX OpPTaHiB i
tkaHuH MO3 Ykpainu, eHIOKpHUHOIOTIYHE BiAUIeHHs, M. KuiB

6) n.m.H., mpod. [Tamkoschka H.B.

Ob6nacHe KOMyHaIbHE HEKOMEPIIiiHE MiAMTPHeMCTBO «UepHiBelbKUil 00JaCHUM €HTOKPUHOJIOTIYHHM LIEHTPY,
MOJTIKJIIHIYHE BiTIICHHS, M. YepHiBII

[Ipenaparu nmopiBHSAHHSA, | —
BUPOOHHMK Ta KpaiHa

CynytHi CynyTHi MaTepianu:
Marepianu/mpenapaTu - nabopaTopHi HabopH;
CYIYTHBOI Tepamii - TECTH Ha IMIEPEHOCUMICTh TITIOKO3H;

- TECTU Ha BariTHICTH;

- TOJIKY JUTSI LIMPULIB Ta KaTeTepH;

- MaTrepiajiy AJis BIAIPAaBKU O10J0TTYHUX 3Pa3KiB;

- KOHTeWHepHu A1 300py cedi,

- KEpIBHUIITBO LIEHTPaIbHOI J1abopaTopii;

I[Mpucrpiii eDiary (eneKTpoHHUI [I0ICHHHK);

Amnapar [ BUMIpIOBaHHS KPOB’STHOTO TUCKY;

BizyanpHi aHAIOTOBI MIKAJIH, OLIIHOYHI IIKAJIH;

OnuTtyBayi NaIli€HTIB;

Min/Max TepMoMeTpu Uil KOHTPOJIKO TEMIIEPaTypH 3pa3KiB y XOJIOAUIBHUKY;
Min/Max TepMOMETpH [Tl KOHTPOIIIO TEMIIEPATYPH 3aMOPOKEHHX 3Pa3KiB;
Min/Max TepMOMETpH Uil KOHTPOJTIO TeMIepaTrypHoro 30epiranus JJ13.

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




HonaTtox 7

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

3aTBEPKEHHS CYTTEBUX MOMPABOK
16.04.2022 Ne 645

HasBa kiHI4HOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jara

«Bigkpure nocmimkenns 1 ¢a3u 3 ABOMa Ipymamu JIIKyBaHHS JUTsl OLIHKY MOTEHIIATY KIIHIYHOT JIKapChbKOl
B3a€MOJII MpPH 3aCTOCYBaHHI MpalceTuHIOy B KOMOiHAIii 3 cyOcTpaTaMH YYTJIMBHX TPAHCHOPTEPIB, 3
cyocrtparamu uyrinuBux ¢pepmentiB CYP abo 3 koMOiHOBaHMM TIEpOPaTLHIM KOHTPALICTITUBHUM 3aCO00M Y
MAIIE€HTIB 3 MOMIMPEHUMH 200 METaCTATUYHUMH COJIIAHUMH ITyXJIMHAMH, SIK1 HE BIMOBIAaI0Th HA CTaHAAPTHI
3aco0m JIiKyBaHHS a00 U SKUX BiJICyTHI €(EeKTUBHI 3aco0M JiKyBaHHS», Koj nociimkeHHs GP43164,
octraroyHa Bepcis 2.0 Bix 20 xoBTHs 2021 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

CnoHcop, kpaiHa

®. Xoddmanu—JIs Poru JIta, setinapis / F. Hoffmann-La Roche Ltd, Switzerland

[Tepenik mocmimKyBaHUX
JiKapChKUX 3ac00iB
Jikapcbka dopma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

Ipancerunio (Pralsetinib) (GAVRETO™, Blueprint Medicines Corporation, BLU-667); TBepai karcysiu;
100 mr; Genetech, Inc, CIIIA; DHL Solutions Fashion GmbH, Himeuunna; Catalent Pharma Solution LLC,
CIIA; Catalent Germany Schorndorf GmbH, Himeuunna; Fisher Clinical Services GmbH, IlIseiinapis;
Fisher Clinical Services UK Limited, Benuxo6putanis; Fisher Clinical Services Inc., CIIIA; Almac Clinical
Services Ltd, Benmukoopuranis; Almac Clinical Services LLC., CIIIA; Catalent CTS, LLC, (Kansas city),
CIHIA; F. Hoffmann-La Roche AG, Illseiimapist; Pharmaceutical Recearch Assosiate group BV, Higepnauu;
Jurokcun (Digoxin) (durokcun (Digoxin); Digoxin, 20830-75-5); tabmetku; 0,25 mr; Pharmaceutical
Recearch Assosiate group BV, Hinepnanau; Scientific industrial Centre «Borshchahivskiy Pharmaceutical
Plant» Public Joint-Stock Company, Ykpaina;

Merdopmin (Metformin) (Merdopmin (Metformin); Metrdopminy riapoxmopun (Metformin Hydrochloride,
1115-70-4)); po3uun ans mepopanbHoro 3acrocyBanus 500 mr/5 mur; 100 mr, mimirpam(u)/Mia MUTUTIT;
Pharmaceutical Recearch Assosiate group BV, Hinepnaunu;

dypocemin (Furosemide) (dypocemin (Furosemide); 54-31-9); po3unH i MEPOPATHLHOIO 3aCTOCYBAHHS;
10 mr, mimirpam(u)/ma mininitp; Pharmaceutical Recearch Assosiate group BV, Hinepnanau;

Kpectop (Crestor) (Kpecrop (Crestor); posyBactaTuH (SK pPO3yBacTaTHH KallbIlill)); TaOJIETKH, BKPHTI
TUTIBKOBOIO 000JoHKOI0; 10 Mr, mimirpam(u); Pharmaceutical Recearch Assosiate group BV, Hinepnanau;
ASTRAZENECA UK LIMITED, BenukoOputanis
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Bianoiganbauii (1)
JIOCJTITHUK (M) Ta Micle
(s1) mpoBeACHHS
BUNPOOYBaHHS B YKpaiHi

1) n.m.H., pod. Yemyk B.€.

ToBapuCTBO 3 OOMEXKEHOIO BiAMOBiAANBHICTIO «Meauunuii 1eHTp iMeH1 akaaemika lOpis [IpoxonmoBuua
CoikeHka», Bimmin kmiHiYHUX 1HochimkeHb Nel, KwuiBcbka o0macts, KueBo-CBATOMIMHCHKHI paiioH,
c. KamitaniBka

[IpenapaTty nMopiBHAHHS,
BUPOOHHK Ta KpaiHa

CymytHi
MaTepianu/mpenaparu
CYITyTHBOI Teparii

- mabopatopHi HabopH;

KommnaHis, sika jii€ 3a JJOBIPEHICTIO, SIKY HaJ[aB CIIOHCOP YH 3asIBHUK HA BBE3CHHSI JOCIIKYBAaHHUX JIIKAPCHKHUX
3aco0iB Ta cymnytHix MartepianiB: TOB «®apmacodt», VYkpaina (Farmasoft LLC, Ukraine); ta
TOB «CAHAKIJIICy, Ykpaina (SanaClis LLC, Ukraine)

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




JonaTok 8

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

3aTBEPKEHHS CYTTEBUX MOMPABOK
16.04.2022 Ne 645

HasBa kiHI4HOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jara

«PannomizoBane, moxsiiine cmine gociipkenHs I ¢asm MK-7684A y komOiHamii 3 eTOmo3uaoMm Ta
IUIATUHOIO 3 TOJANbIIUM BBeleHHAM Tilbku MK-7684A mopiBHAHO 3 are3onizymaboM y KoMOiHarii 3
€TOMO3H/IOM 1 TIATHHOIO 3 MOJATBIINM BBEICHHSIM TUIBKH aTe30J1i3yMaly SIK MepIioi JiHii JiKyBaHHS MPH
NpiOHOKIITHHHOMY paKy JIereHiB 3 BiJJalIeHUMHU MeTacTazamMu», koxa apocuimkeHHs MK-7684A-008,
3 iHKopriopoBaHoto monpaskoro 01 Bix 11 ciuns 2022 poky.

3asBHUK, KpaiHa

ToBapucTBO 3 0OMexkeHo10 BianoBiganbHicTIO «MCJl Ykpaina»

Cnoncop, kpaiHa

«Mepk Hlapn enx Joym Kopm.», nouipue mianpuemctBo «Mepk ena Ko., Iak.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

[Tepenik mocmimKyBaHUX
JiKapChKUX 3ac00iB
Jikapcbka dopma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

MK-7684A (MK-7684/ MK-3475) (MK-7684A; SCH/900475; SCH/900475 (Anti-PD-1); MK3; 02P106;
ORG 307448-0; Anti-PD1; MK-3475 (Anti-PD1); MK-3475 (aPD-1); Ilembposnizyma6, Pembrolizumab,
KEYTRUDA, KITPYJIA Pembrolizumab/Vibostolimab, Bicocronimad, KITPYJIA®; KEYTRUDA®);
CTEpUIILHUI PO3YMH Ul BHYTpimHboBeHHUX iH(Y3ii; 10 mr/ma /10 mr/mor; MSD International GmbH T/A
MSD Ireland (Carlow), Ireland; Werthenstein BioPharma GmbH (WAG), Switzerland; Merck Sharp &
Dohme Corp., USA; Fisher Clinical Services Inc., USA; Fisher Clinical Services GmbH, Germany;
Fisher Clinical Services UK Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland;
Almac Clinical Services Limited, United Kingdom; Almac Clinical Services (Ireland) Limited, Ireland;
Almac Clinical Services, LLC, USA; MSD International GmbH T/A MSD Ireland (Ballydine), Ireland;
Merck Sharp & Dohme Corp., USA;

[Tnane6o mo MK-7684A (Harpiro xyopuay po34yuH 130TOHIYHMIA); po3unH uist iHDy3ii; 0,9 %; B.Braun
Melsungen AG, Germany;

Binnosiganeuuit (1)
JIOCJTITHUK (M) Ta MicIIe
(s1) mpoBeeHHS
BUNIPOOYBaHHA B YKpaiHi

1) 3aB. Bix. Boiitko H. JI.

KomyHnanbHe HekomepiiiiHe mianpueMcTBO «KHUIBCbKHMI MICBKHI KIIIHIYHUN OHKOJIOTIYHUM LEHTP»
BUKOHaBuoro oprany KuiBcbkoi Micbkoi paau (KuiBcbkoi Micbkoi JAepikaBHOI — aaMiHICTparii),
ximiorepaneBTuuHe BigauieHHs Ne 2, M. KuiB

2) K.M.H., 3aB. Bij. [lImapuk 51.B.

KomyHasibHe HeKoMepLiiHe mianpueMcTBo JIbBIBCbKOT 00J1aCHOT paay «JIbBIBCbKUN OHKOJIOTIYHHN
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perioHaIbHUHI JIKYBAIbHO-1IaTHOCTUYHUN IICHTpPY, BIAUIEHHS XimioTeparii, M. JIbBIB

3) 3as. Bix. boiiko B.B.

Komynanbne Hexkomepiiiiine minnmpuemMctBo «lIpukaprnaTchKuili KIiHIYHUE OHKOJOTIYHMHA IeHTp IBaHo-
®paHKIBChKOI 00JIaCHOT paau», Xipypriuae BijyiieHHs Ne2, [BaHo-DPpaHKIBCHKUN HAIIOHATLHUNA METUYHUN
yHIBEpPCHTET, Kadeapa oHKoiorii, M. [BaHO-DpaHKiBCHK

4) roun. nikap Kpynsko C. 1.

MenuyHuii TEHTpP TOBapUCTBA 3 OOMEKEHOI0 BiJNOBIJAIBHICTIO «YKpaiHCBKMH IEHTP TOMOTEpamii»,
BiAIIIEHH XiMioTeparii, M. KponmuBHUIbKHIA

5) n.m.1. Konecnik O.I1.

MeauuHuii IIEHTP TOBApUCTBA 3 OOMEXKEHOIO BiAMOBiaIbHICTIO «OHKOMaM(», aMOyIaTOpHO-TIONIKIIIHIYHE
BIJUTUICHHS, M. 3aIIOPIXOKSI

[Ipenapatu nopiBHAHHS,
BUPOOHHUK Ta KpaiHa

TELEHTPUK®, TECENTRIQ® (Ate3onizymad, Atezolizumab); koHIeHTpaT AJsi pO3UUHy Aas iHOY3il;
1200/20 mr/mu1; Werthenstein BioPharma GmbH (WAG), Switzerland ; Merck Sharp & Dohme Corp., USA;
Fisher Clinical Services Inc., USA; Fisher Clinical Services GmbH, Germany; Fisher Clinical Services UK
Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Almac Clinical Services Limited,
United Kingdom; Almac Clinical Services (Ireland) Limited, Ireland; Almac Clinical Services, LLC, USA,
MSD International GmbH T/A MSD Ireland (Ballydine), Ireland; Merck Sharp & Dohme Corp., USA;
Roche Pharma AG, Germany;

[MTnane6o no TEHEHTPUK® (Hatpito xstopuay po3uuH i30ToHiuHUI HaTpito XJI0puIy po3urH 130 TOHIYHU);
po3uuH s iHdys3iit; 0,9 % ; B.Braun Melsungen AG, Germany;

CynyTtHi
Mmarepianu/npenapaTi
CyMyTHBOI Tepamii

nabopaTopHi Habopu;

min/max TepMomeTpu;

CKaHepH JIJIsl 3UUTYBaHHS MTpHX-KoiB (Barcode scanners);

CNIEKTPOHHI MOJICHHUKH 151 marienTiB Ta Xot-crioT (Wi-Fi mogem);

iH(py30Mary;

JpyKOBaH1 MaTepiain

Kommnanis, sika i€ 3a TOBIPEHICTIO, IKY HaJIaB CIIOHCOP YU 3asBHUK HAa BBE3EHHSI JOCIIKYBAaHUX JTIKAPCHKUX
3aco0iB Ta cynyTHix MarepiaiiB: TOB «Arenmis «C.M.O.-Ykpainay

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




JonaTox 9

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

3aTBEPKEHHS CYTTEBUX MOMPABOK
16.04.2022 Ne 645

HasBa kiHI4HOTO
BUNIPOOYBaHHS, KO/,
Bepcis Ta gara

«bararonentpoe Bigkpute gociipkeHHs (as3u I/l 3 BUBUEHHS HOBOTO iHTIOITOpa TUPO3WHKIHA3M bpyToHa
— openalbpyTuHiOy B MAIli€HTIB 13 B-KIITUHHUMH 370SIKICHUMH HOBOYTBOPEHHSIMU», KOJI JTOCIITKCHHS
ICP-CL-00107, Bepcis 5.0 Big 30 nucronaga 2021 poky

3asBHUK, KpaiHa

ToBapuctBo 3 ooMexeHoro BianoBimanbHicTIO «JIABKOPIT KJITHIKAJI JIEBEJIOIIMEHT VKPATHA»

CnoHncop, kpaiHa

«laroKep ®Papma Iuk.» (InnoCare Pharma Inc.), CILIA

[Tepenik qocmimKyBaHUX
JKapChKUX 3ac001B
Jikapcbka dopma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

Openabpytuni6, Orelabrutinib, ICP-022 (ICP-022; Openabpytuni6); Ttabsnerku; 50 wmr (mimirpam);
WuXi STA Pharmaceutical Co., Ltd., Kuraii; Changzhou SynTheAll Pharmaceutical Co., Ltd, Kuraii;
Almac Clinical Services, CIIIA; ALMAC CLINICAL SERVICES LIMITED, Benuka Bpuranis

Bianosiganbamii (1)
JIOCJTITHUK (M) Ta MicIie
(s1) mpoBeeHHS
BUNIPOOYBaHHA B YKpaiHi

1) 3aB. Bin. Pextman I'.b.

KomyHasnbHe HeKoMeplliiiHe MiANPUEMCTBO «XMeNIbHUIbKA OOJIacHa JiKapHA» XMeIbHUIbKOI 00J1acHOT
paau, BIIUTUICHHS TeMaToorii, M. XMETbHUIIbKHI

2) 1.M.H., npo¢. borgapenko .M.

KomynaneHe HekoMmepuiitHe nianpuemctBo «Micbka KiiHIYHA JikapHs Ned» JIHIpOBCHKOi MICBKOT paj,
XiMiOTepaneBTUYHE BiIICHHS 3 IGHHUM CTallioHapoM, J{HIMPOBChKUI ep>KaBHUI MEAUYHHIA YHIBEPCUTET,
kadeapa OHKOJIOTIT Ta MeIUYHOI pajiosorii, M. J{Hinmpo

3) nikap Horaesa JI.I.

KomynanbHe HekoMmepIiiiHe miAnpueMCTBO «Yepkachbkuil 006JacHUI OHKOJIOTTYHUM nucnaHcep Yepkacbkoi
obmnacHoi pagu», O0nacHU# NiKyBaJbHO-A1arHOCTUYHUI reMaToJIOTIYHUIA eHTp, M. Yepkacu

4) x.m.H. Ypcoa .M.

JIikyBaJbHO-/1IarHOCTUYHHUM IIEHTP MPUBATHOTO MiJMPUEMCTBA MPUBATHOI BUPOOHUUOT HipMH «ALUHYCH,
M. KponuBHHUIIEKUI

5) n.m.H. Macisk 3.B.

HepxaBHa ycraHoBa «IHCTUTYT maTtoJyiorii KpoBi Ta TpacH(]y3iiHOiI MeaunuHu HamioHanbHOI akagemii
MEJIWYHHUX HAyK YKpaiHu», BILIIIEHHS reMatouiorii, M. JIbBiB
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[Ipenapaty mopiBHAHHA, | —
BUPOOHHK Ta KpaiHa

CymytHi —
MaTepianu/mpenaparu
CYNYTHBOI Teparii

B.o. renepanbnoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHS IBan 3A/IBOPHHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC001B Ta

3aTBEPKEHHS CYTTEBUX MOMPABOK
16.04.2022 Ne 645

HasBa kiHI4HOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jara

«Bigkpure paHIOMi30BaHE MOCITIIKEHHS 3 OIMIHKH 010€KBIBAJIGHTHOCTI Jlikapchkux mpemnaparis «PEXOJDy,
tabnetku kumkoBopozunHHi o 500 mr (TOB HB® «MIKPOXIM», Ykpaina) ta «'EIITPAJI®», TabneTku
kumkoBopo3unHHi o 500 Mr (A66Bi C.p.1., ITamis) 3a ygacTio 310pOBUX JOOPOBOJIBIIIB IPU OJHOKPATHOMY
npuiiomi HaTIIey, Ko pociimkeHas SAMe-fast, Bepcis 2.0 Bix 14.02.2022

3asiBHUK, KpaiHa

TOB HB® «MIKPOXIM»y, Ykpaina

CnoHcop, kpaiHa

TOB HB® «MIKPOXIM», Ykpaina

[Tepenik mocmimKyBaHUX
JiKapChKUX 3ac00iB
Jikapchka Gopma,
JI03YBaHHSI, BUPOOHHK,
KpaiHa

PEXOIJI (29908-03-0; anemerionin); tabnerkn kumikoBopo3uwuHi, 500 mr; TOB HB® «MIKPOXIM»,
Ykpaina

Binmosimansauii (1)
JIOCJTITHUK (H) Ta MicIe
(s) mpoBeIeHHS
BUIIPOOYBaHHS B YKpaiHi

1) 3aB. Bix. Bonkosa B.O.

JlikyBanbHo-miarnoctuunuit  1ieatp TOBAPUCTBA 3 OBMEXEHOIO BIATIOBIAAJIBHICTIO
«KJITHIKO-JIIATHOCTUYHUI ITEHTP «®APMEBIOTECTY, craumioHapHe BijjieHHs (TepamneBTHYHE),
Jlyrancbka o0i1., M. PyOixHe

2) 3aB. y1ab. Marienko C.B.

bioanamitnuna  maGoparopis TOBAPUCTBA 3  OBMEXEHOIO  BIAIIOBIAAJIBHICTIO
«KJIHIKO-IIATHOCTUYHUN LHEHTP «®APMBIOTECT», JIyraucska o6, M. PyGikue

[TpenapaTtu mOpiBHSAHHS,
BUPOOHUK Ta KpaiHa

T'EIITPAJI® (29908-03-0; anemeTionin); TabneTkn kumkoBopo3uwnaHi; 500 mr; A66Bi C.p.i., ITamis

CynyTtHi
Mmarepianu/npenapaTi
CyNyTHBOI Tepamii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

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

3aTBEPKEHHS CYTTEBUX MOMPABOK
16.04.2022 Ne 645

HasBa kiHI4HOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jara

«Bigkpure paHIOMi30BaHE MOCITIIHKEHHS 3 OMIHKU 010€KBIBAJIGHTHOCTI JTiKapchkux mpemnapariB «PEXOJI»,
tabnetku kuikoBopozunHHi o 500 mr (TOB HB® «MIKPOXIM», Ykpaina) ta «[ EIITPAJI®», Tabnetku
kumkoBopo3unHHi o 500 Mr (A66Bi C.p.1., ITamis) 3a ygacTio 310pOBUX JOOPOBOJIBIIIB IPU OJHOKPATHOMY
npuiiomi micis 1xiy», koa gocaimpkeHHs SAMe-fed, epcist 2.0 Big 15.02.2022

3asiBHUK, KpaiHa

TOB HB® «MIKPOXIM»y, Ykpaina

CnoHcop, kpaiHa

TOB HB® «MIKPOXIM», Ykpaina

[Tepenik mocmimKyBaHUX
JiKapChKUX 3ac00iB
Jikapchka Gopma,
JI03YBaHHSI, BUPOOHHK,
KpaiHa

PEXOJI (29908-03-0, agemerionin); tadmerku kumkoBopo3uwmnHi; 500 mr; TOB HB® «MIKPOXIM»,
Ykpaina

Binmosimansauii (1)
JTOCJTITHUK (M) Ta Micle
(s) mpoBeIeHHS
BUIIPOOYBaHHS B YKpaiHi

1) nikap-tepaneBT Bonkosa B.O.

JlikyBanbHo-miarnoctuunuit  1ieatp TOBAPUCTBA 3 OBMEXEHOIO BIATIOBIAAJIBHICTIO
«KJITHIKO-JIIATHOCTUYHUI 1TEHTP «®APMEBEIOTECTY, cramioHapHe BinjileHHs (TepaleBTHUYHE),
Jlyrancbka o01., M. PyOixkHe

2) 3aB. y1ab. Marienko C.B.

Bioananmitmuna  maboparopis ~ TOBAPUCTBA 3 OBMEXEHOIO  BIJAITOBIJJAJIBHICTIO
«KJIHIKO-IIATHOCTUYHUN LHEHTP «®APMBIOTECT», JIyraucska o6, M. PyGikue

[TpenapaTtu mOpiBHSAHHS,
BUPOOHUK Ta KpaiHa

T'EIITPAJI® (29908-03-0, anemerioHin); TabneTku kummkoBopo3unHHi; 500 mr; A66Bi C.p.i., Itamis

CynyTtHi
Mmarepianu/npenapaTi
CyNyTHBOI Tepamii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




Jonatok 12

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
16.04.2022 Ne 645

Inentudikaris cyrreBoi
MIOTIPaBKH

OnoBneHuid mpoTokon KiiHiyHOro BumpoOyBanHs PT101-201, mompaBka 4, Bepcis Big 17 rpynHs
2021 poky, aHriiicbKo0 MOBOIO; [H(OpMAITis U1 ydacHUKA TOCIiKEeHHs Ta (hopma iH(HOPMOBaHOT 3TO/H,
Bepcis 02 Bixg 12 ciyns 2022 poky, ykpaiHCbKOIO Ta pociiickkoro MoBamu; Jlonatok no Indopmanii ans
ydacHHKa gociimkenns ta @opmu iHpopmoBanoi 3roau, Bepceis 02, Bix 12 ciunast 2022 poxy, yKpaiHCHKOO
Ta pociiicekoro MoBamu; PT101-201 Crincok matepiamniB A namieHTiB, Bepeis 02 Big 12 ciuns 2022 poky
YKpaiHCBKOIO Ta pOCiiicbKoi0 MoBamu; JIMCT mpo Habip mamieHTiB y gociimpkenHs, Bepeis 02 Bix 10 ciunas
2022 poky yKpalHChKOIO Ta pociiichkoro MoBamu; KapTka marieHta 3 iH(opmali€o mpo Bi3UTH Ta
IHCTPYKIisIMH 00 Hociimkerns, Bepcis 04 Bix 10 ciunst 2022 poky yKpaiHCHKOIO Ta POCIHCEKOI0 MOBaMH;
301sbIICHHS KITBKOCTI AOCTiHKYBaHUX B YKpaiHi 3 14 10 28 ocib (momatkoBo 14 ocid)

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

Ne 1966 Big 15.09.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannoMizoBaHe ajlanTUBHE NO/BIIHE ClIiIle M1a1e00-KOHTPOIbOBaHe OaraTOIEHTPOBE JOCIIIKEHHS Qa3u
Ib nns BUBYEHHS G€3MEYHOCTI, IEPEHOCUMOCTI, (hapMaKOKIHETHUKU Ta (hapMaKoJWHaMIKH 0aratopa3oBHUX
no3 npenapaty PT101 y namieHTiB 3 akTUBHUM BuUpa3koBUM kojiTom», PT101-201, mompaBka 1 Bifg
11 tpaBusa 2021 poky

3asBHUK, KpaiHa

TOB «biomanacy, Ykpaina

CnoHcop, kpaina

«[Tarmion TepanbsroTuke, [HK.», TOYIpHSI KOMITaHis, 1110 3HAXOAUTHCS Yy TOBHIN BiacHOCTI «Mepk enp Ko.,
Ink.», KeninBopr, mrar Hero-Ixepci, CILIA (Bimomoi sx «MCJ» 3a mexxamu Cnonydenux Ilraris
Awmepuku ta Kanamam) /Pandion Therapeutics, Inc., a wholly-owned subsidiary of Merck & Co., Inc.,
Kenilworth, NJ, USA (known as MSD outside the United States and Canada), CIITA
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CymytHi —
MaTepianu/mpenaparu
CYIYTHBOI Teparmii

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




JonaTok 13

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
16.04.2022 Ne 645

Inentudikarist cyrTeBoi
MOTPaBKH

OHoOBNIEHUH IPOTOKOJ KIIiHIYHOTO AociimkeHas 20140315, inkopriopoBanwmii nmonpaskoro 4 Big 03 BepecHs
2021 poky, aHTIiHChKOIO MOBOW; Crienudiune JTOMOBHEHHS O MPOTOKONY A YKpaiHU Bepcis 2 Bin
02 rpyanst 2021 poky, aHruiicpkor0 MoBow; CkopoueHe Jloche OCITIIKYBAHOTO JIIKAPCHKOTO 3aco0y
Erenkamuernn, Bin 24 rpyans 2021 poxy, aHTIIHCHKOIO MOBOIO; [H(OpMamiifHUN JTUCTOK mMarieHrta /
OcHoBHa (popma iHPOpMOBaHOI 3ro/Iu AJs AiTei BikoM 10 6 pokis, Bepcist YKP 3.0 Bix 10 rpynus 2021 p.,
YKpaiHChKOIO MOBOI0; [H(popManilinuii muctok manieHTra / OcHoBHa hopMma iHPOPMOBAHOT 3roau AJIs TiTEH
BikoM 10 6 pokiB, Bepcigs YKP 3.0 Big 10 rpyanst 2021 p., pociiicekoro MOBO0; [H(hopMaLiiiHUN JTHCTOK
narienTa / OcHoBHa (opma iHGopmoBaHOT 3roam mis aiteld Bikom 6-12 pokis, Bepcis YKP 3.0 Bin
10 rpymus 2021 p., ykpaiHcekoro MoBorw; I[HdopMmarilinuii nuctok mamieHta / OcHOBHa Qopma
iH(opMOBaHOi 3roau s AiTel BikoMm 6-12 pokis, Bepciss YKP 3.0 Bix 10 rpyaus 2021 p., pociiicbkoro
MoBow; IHdopmartiitnuii nucrok namienta / OcHoBHa ¢Gopma iHGOPMOBAHOI 3rou Ui MIATITKIB BIKOM
12 - 14 pokis, Bepcis YKP 3.0 Big 10 rpymast 2021 p., ykpaiHCbKOO MOBOIO; [HpOpMamiiHU IHCTOK
narienta / OcHoBHa popma iHHopMOBaHOT 3rou JJIs MiJUTITKIB BikoM 12 - 14 pokis, Bepcis YKP 3.0 Bix
10 rpymus 2021 p., pocidicbkoro MOBO0; [HpopMmartiitHuit mucTok natienta / OcHoBHa popma iHPopMoBaHOT
3roJu Juisd MUITKIB BikoM 14 - 18 pokis, Bepcis YKP 3.0 Bix 10 rpynus 2021 p., ykpaiHCBKOIO MOBOIO;
Inpopmaniitnuit nucroxk mnamieHta / OcHoBHa (opma 1HQOPMOBAHOI 3roAM JUIsl MIAJITKIB BIKOM
14 - 18 pokis, Bepcis YKP 3.0 Bix 10 rpynus 2021 p., pociiicbkoro MoBoro; IHdopmariitnuii nuctok
namienta / OcHoBHa ¢opma iHOOPMOBAHOT 3roIu NIl YYaCHHUKA, SIKOMY BHIOBHWIJIOCSA 18 pOKIB M yac
nociimkenns, Bepcist YKP 4.0 Big 10 rpyanst 2021 p., yKpaiHCbKOIO MOBOM; IH(opmariitHuii aucTok
narienta / OcHoBHa (popma iHGOpMOBaHOT 3roau A y4acHUKA, IKOMY BUIOBHMIIOCS 18 pokiB mix yac
nociimkenns, Bepcit YKP 4.0 Bin 10 rpynus 2021 p., pociiicbkoro MoBorw; IHopmariitHuil nucrox
naiienta / OcHoBHa (opma iHdopMoBaHOi 3roau ans 6arbkiB autuHu, Bepcis YKP 5.0 Bix 10 rpyans
2021 p., ykpaincbkoro MoBoto; [HhopManiitnuit muctok namienta / OcHoBHa (opMa iHPOPMOBAHOI 3r0 U
Juia 6atekiB quTHHY, Bepcist YKP 5.0 Bix 10 rpynus 2021 p., pociiicbkoro MoBoto; IHdopmatiiiHuii 1ucToK
nanieHTa/ OcHoBHa ¢opMa 1HHOPMOBAHOT 3T0AM IS MIUTITKIB BikoM 12-14 pokiB - @opma iHPOopMOBaHOi
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3ro/IM Ha JUCTAHIIIHY NEPeBipKY JaHUX YYacHHKA JociikeHHs B mepion manaemii COVID-19, Bepcis
YKP 2.0 Bix 23 rpynus 2021 p., ykpaiHcbkor MoBO; IHpopmaiiauii muctok namienta/ OcHoBHA (hopma
iHpopMOBaHOi 3roau A HiAmiTKiB BikoM 12-14 pokiB - @opma iHPOPMOBAHOI 3roAM HA JUCTAHLIHHY
MepEeBIPKY JTaHMX yYacHHUKa JociipkeHHs B nepion manaemii COVID-19, Bepcis YKP 2.0 Bix 23 rpyaus
2021 p., pociiicbkoro MoBOIO; [H(opmaiitHuii mucTok nanienta/ OcHoBHA popma iHPOPMOBAHOI 3TOAN IS
IUTITKIB BIKOM 14-18 pokiB - @opma iHPOPMOBAHOI 3rOAM HA TUCTAHIIHHY MEPEBIPKY AaHUX
yyacHMKa pociipkenHs B mepion maxaemii COVID-19, Bepcis YKP 2.0 Bim 23 rpymus 2021 p.,
YKpalHChbKOI MOBOMW; IH(opmariitnuii nuctok mnamienta/ OcHoBHa ¢opMma iH(GOPMOBAaHOI 3roau AJis
miamiTkiB - Bikom  14-18 pokiB - ®opma iHpoOpMOBaHOI 3rogM Ha JTUCTAHIIHHY MEPEBipKY
JaHUX y4acHHMKa AociimkeHHs B mepioa manaeMmii COVID-19, Bepcis YKP 2.0 Big 23 rpyans 2021 p.,
pociiicekoro MoBoro IHdopmaniitnuii nuctok mamienta / OcHoBHa (opma iH(GOPMOBAHOI 3rofM JUIs
yYacHUKa, SIKOMY BHUMOBHMUIIOCS 18 pokiB mix yac gociimkeHHs - Popma iHOpMOBaHOI 3roau Ha
JUCTAHIIIMHY TIEPEeBIpKY JaHUX ydacHHKa JociikeHHs B nepion nangemii COVID-19 Bepcis YKP 4.0 Bix
23 rpymus 2021 p., ykpaiHcekoio MoOBOw0; IHpopmaniiinuii nucroxk mnamienta / OcHoBHa ¢opma
iH(OpMOBaHOT 3roaW JJsl YY4acHHKA, SKOMY BHIIOBHHMJIOCSA 18 pokiB mix yac mocmimkeHHs - Popma
iHhopMoOBaHOi 3roau Ha AMCTAHLIWHY MEpeBIpPKY AAHUX Yy4YaCHUKA MOCHIIPKEHHS B Mepioj MaHaemil
COVID-19 Bepcis YKP 4.0 Bix 23 rpyans 2021 p., pocifickkoro MoBo0; [HpOpManiiHuil TUCTOK MalieHTa
/ OcHoBHa popma iHpopMoBaHOi 3rou A 0aTbKiB AUTHHU PopMa iH(HOPMOBAHOI 3r0/IM Ha JUCTAHIIHHY
NepeBipKy AAaHUX y4yacHHKa jaociikeHHs B nepion nanaemii COVID-19 sepcis YKP 5.0 Bix 23 rpynus
2021 p., ykpaiHncbkoo MOBO; IH(popmaniiiHuii muctok namienta / OcHoBHa Gopma iHPOPMOBAHOI 3roaAx
st OarekiB autuHH Popma 1H(GOPMOBaHOI 3rojM Ha JUCTAHLIWHY NEpeBIPKY MAAHUX Yy4YacHUKa
nocmimkenns B nepiog nanaemii COVID-19 Bepcist YKP 5.0 Bix 23 rpynus 2021 p., pociiicbKoOI0 MOBOIO;
3pa3ok MapKyBaHHS YIAKOBKH JOCIIKYBAHOTO JIIKAPChKOTO 3aco0y erenkanierun (AMG 416) 5 mr/mn y
¢dnakoni 0,5 My, yKpaiHCBKOIO MOBOIO; 3pa30K MapKyBaHHS JOCIIKYBAaHOTO JIKapCHKOTO 3aco0y
erenkanueTu (AMG 416) 5 mr/mn y daaxoni 0,5 M1, yKpaiHCbKOIO MOBOIO

Howmep Ta nara Hakazy Ne 2243 Bin 05.10.2020
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS
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Ha3ga kiiniunOTrO «PangomizoBane, BinkpuTe, KOHTponboBaHe mgochimkeHHs III ¢dasu npns owiHKM eQeKTHBHOCTI,

BUIPOOYBaHHS, KO/, 0e31eyHoCTi, hapMaKOKIHETHKHY Ta hapMaKOAMHAMIKH €TSJIKAIIETHIY ITPH HOTo 6araropa3oBoMy BBEJICHHI

Bepcis Ta Jara y Aiteii BikoM Bif 28 nHIB 10 < 18 pOKiB i3 BTOPHHHUM TilleprnapaTHPE030M Ta XPOHIYHUM 3aXBOPIOBAHHSIM
HUPOK, SIKUM IPOBOJATH MIATpUMYIOUHM remomiamisy», 20140315, iHKoprmopoBaHHMI TMONPaBKOW 3 Bif
09 >xoBTHs 2019 poky

3asBHUK, KpaiHa ITinnpuemctBo 3 100% ino3emHo0 inBecTHIicro «AMK’FOBIA PJIC Vkpainax»

CnoHncop, KpaiHa «AmxeH [HK.» (Amgen Inc.), CIIIA

CymyTHi —

MaTepianu/mpenaparu

CYIYTHBOI Teparii

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




Honartok 14

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

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
16.04.2022 Ne 645

Inentudikaris cyrreBoi
MIOTIPaBKH

Omnosnenuit po3ain 3.2.P nocee JI3 Pinemarosip (JNJ-53718678-ZCL), Tabnerka, BKpUTa 000JIOHKOIO,
125 wr, Bim 24.01.2022 p.; Ownomnenmii posnin 3.2.P goceke JIJI3 mmamebo mo Pimemarosipy
(JNJ-53718678-ZCL), Tabinerka, BkpuTa 00010HKOW, Big 25.01.2022 p.; ITogoBkeHHS TepMiHY
npunatHocti JIJI3 PimematoBip (JNJ-53718678-ZCL), Tabnetka, BKkpuTa 000J0HKOKO, 125 ™Mr, Ta
BIIIOBIAHOrO 1w1ane6o 1o 30 Micsis

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 2616 Big 24.11.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«PannomizoBaHe, MojBiiiHE ciimne, MIanedo-KOHTPOIbOBaHEe KIIiHIYHE MOCHiIKeHHs 2b da3u 1ist oIliHKK
epexkTuBHOCTI Ta Oe3neuyHocTi puiemaroBipa (JNJ-53718678) y mopocinux amOynaTOpHHMX Malll€HTIB,
1H(pIKOBaHMX peclipaTopHO-CUHIUTIaNnbHUM BipycoM (PCB), 3 miABHIIEHMM pHU3UKOM Hporpecii
3aXBOpIOBaHHS, 1110 TTOB’si3aHa 3 PCBy», 53718678RSV2008, Bix 12.03.2021 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTUKA HB», benbris

Cnoncop, kpaiHa

«IHCCEH ®APMALIEBTHUKA HB», benbris

CynyTtHi
Mmarepianu/npenapaTi
CYMyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
16.04.2022 Ne 645

InenTudikarist cyrTeBOi
HONPaBKU

Yactuna 2.1.P Jlocke pocmimpkyBaHoro Jiikapcbkoro 3aco0y. Menuunuii npenapar (bpasukyma0), Bepcis
9.0 Big 08 mrororo 2022p.; Yactuna 2.1.S Jlocke mocnimkyBaHOro Jikapcbkoro 3aco0y. Jlikapcbka
pedoBuHa (bpasukymal), Bepcis 6.0 Big 08 mrororo 2022p.

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

Ne 1360 Big 10.06.2020
Ne 2707 Bin 28.12.2019
Ne 1722 Bix 11.08.2021
Ne 1773 Bin 20.08.2021

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jata

«52-THKHEBE, 0araToleHTPOBE, PaHIOMIi30BaHEe, MOJABIMHE cCllile, TUIAe00 Ta aKTUBHO-KOHTPOJIBOBAaHE
nochimpkenHs, ¢azu 2b/3 B mapanensHuX rpynax i3 0e3mepepBHHUM MepexoaoM MK (azamu, Uist OLiHKA
edexkTuBHOCTI Ta Oe3neku bpasmkymaly y marieHTiB 3 XBopoOorw KpoHa Bia cepeaHbOro J0 Ba)KKOTO
crynens aktuBHOCTI (INTREPID Lead-In)», D5271C00001 (ITonepenniit kox 3150-301-008), mompaska 4,
Bepcis 5.0 Bix 24 motoro 2021 poky;

«54-TnxHeBe, 0araToleHTPOBE, paHAOMI30BaHe, MOBIHE Clile, MIane00-KOHTPOIbOBAHE JOCTIIKEHHS
¢dazu 2 B mapajenbHUX Tpynax JUisl OLIHKM epeKTUBHOCTI Ta Oe3neku bpasukymaly y maiieHTiB 3
BUPA3KOBUM KOJIITOM BiJ CEpeAHbOro 1o Baxkoro cryneHs aktuBHocTi (Expedition Lead-in)»,
D5272C00001 (ITomepemniii kox 3151-201-008), mompaska 5, Bepcis 6.0 Big 26 6epe3ns 2021 poky;
«Binkpute ¢asu 2, TOBrocTpoKOBE pPO3LIMpPEHE IOCHiKeHHs Oe3neku bpasukymalOy y maiieHTIB 3
BHUPa3KOBUM KOJIITOM BiJ cepenHboro 1o Baxkoro ctyneHs aktuBHocTi (EXPEDITION OLE)y,
D5272C00002 (ITonepeaniii kox 3151-202-008), nompaska 2, Bepcis 3.0 Bix 29 6epesns 2021;
«Binkpure, 10BrocTpoKoBe po3IIKUpeHe IociikKeHHs] bpasukymaly y maiieHTtiB 3 xBopoOoto Kpona Bix
cepeaHboro 10 Baxkkoro crynens aktuBHocTi (INTREPID OLE)», D5271C00002, nonpaska 3, Bepcis 4.0
BiJ 02 6epe3ns 2021

3asBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, kpaina

AstraZeneca AB, Sweden
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CymnyTHi —
MaTepianu/mpenaparu
CYNYTHBOI Teparmii
B.o. renepanbHoro nupexkropa Jupexkropary

(papmaneBTHYHOrO 3a0e3ne4YeHHS Isan 3AZIBOPHHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
16.04.2022 Ne 645

Inentudikaris cyrreBoi
MIOTIPaBKH

Bbpomrypa nociignuka Evobrutinib (M2951), Bepcis 14.0 Bix 20 >xoBTHs 2021 poky, aHTI1iICEKOI0 MOBOIO;
Jlocke nociipkyBaHoOro Jikapchkoro 3aco0y Evobrutinib (M2951), moayns 3 «Skicte», Bepcis 12.0 Bix
rpyaas 2021 poky, aurmiiicbkoro MoBoro; Croporiene [locbe OCTiIKYBaHOTO JIKapCHKOrO 3aco0y
nopiBHsSHHS (Aubagio), Mmoaynb 3 «SkicTb», Bepcis 4.0 Bix nmucronana 2021 poxy, aHTIIIHCHKOIO MOBOIO;
Kopotka xapakrtepuctuka npenapaty Keecrpan (xonectupamin) Big 06 ciuns 2021 poky, aHITHCHKOIO
MOBOIO; 3aJlydeHHS JOJATKOBUX BHUPOOHWYMX IUIBHUIL BHPOOHMIITBA JOCITIKYBAHOTO JIIKAPCHKOTO
3aco0y EBoOpyTtuni6 (M2951) Ta mnane6o, TabieTku, BKPUTI IUIBKOBOIO 000JI0HKOIO, 45 Mr, Nuvisan
GmbH, Himeuunna, ta Fisher Clinical Services GmbH, Himeuyunna; 3amydeHHs! J0AaTKOBOT BUPOOHHYOT
TUTBHUII BUPOOHUITBA JOCHIHPKYBAHOTO JIKApChKOTO 3aco0y mopiBHSHHS Aubagio® Ta miamebo,
TalJeTKa, BKpUTA IUTIBKOBOIO 000510HKO10, 14 Mr, Fisher Clinical Services GmbH, Himeuuunna; 3anydeHns
JI0JIATKOBOT BUpOOHMYOI AUTBHUIII BUPOOHUIITBA Tpemnapary s mpuckopeHoro Busenenns J1J13, Ksectpan
(xomectupamiH) 4r, TIOpONIOK 1T mepopanbHoro 3actocyBanHs, ALCURA HEALTH ESPANA, S.A.,
Icnanist; ITonoskenus tepminy npuaatHocti JIJI3 EBoOpytnniO (M2951) Ta miaune6o no 24 MicsuiB;
[TonoBxkeHHSI TepMiHYy NPUIAATHOCTI IUIale00 10 JIOCHIIKYBAHOTO JIKapChbKOro 3acoly MOpPIBHSAHHS
Aubagio® 1o 36 wmicsauiB; 3pasok mapkyBaHHA JIJI3 EBoOpyTuHiO, TabneTku A NEpopasbHOIO
3acrocyBaHHs, Bepcist V1 Big 06 nucronana 2018 poky, yKpaiHCbKOI MOBOIO

Howmep Ta nata Hakazy
MO3 moa0 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1924 Bin 21.08.2020

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«bararonieHTpoBe, paHJ0Mi30BaHe, MOABIHHE CIile, 3 TOABIMHOIO IMITAIlIEI0, KOHTPOJIbOBAHE AKTHBHUM
npenapatoM, pociikenns 11 ¢a3u, mo npoBoIuTHCS B MapajedbHUX IPyNax 3 OLIHKA e(PEeKTUBHOCTI Ta
0e3nedHocTi eBOOpyTHHIOA y MOPIBHSHHI 3 TEPUQPIYHOMIJIOM B YUYACHHUKIB 13 PELUIUBYIOUUM PO3CISTHUM
ckiepo3om», MS200527 0080, Bepcis 3.0 Bix 19 tpaBus 2021 poky




2 MPOJIOBXKEHHS toAaTka 16

3asiBHUK, KpaiHa ITixnpuemcTso 3 100% inosemuom0 inBectHuico «AMK FOBIA PJIC Ykpaina»
Cnoncop, kpaiHa Merck Healthcare KGaA, Himeuunna

CynyTHi —

Mmarepianu/mpenapaTi

CYNyTHBOI Tepamii

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




Honatok 17

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEPKCHHS CYTTEBHX ITOTPABOK)

16.04.2022 Ne 645
Inentudikaris cyrreBoi 3amyuenHst HOBo1 BupoOHuy4oi ainsiuku F. Hoffmann-La Roche AG, IlBeiiapis nis ABactuH® (Avastin®)
TIOTIPABKHU
Howmep ta nata Hakazy Ne 1804 Bixg 15.08.2019
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUNIPOOYBaHHS
Ha3ga xiiniuHOTO «PanomizoBane, moBiliHe ciirne, 0araToeHTPOBE TOCTIKeHHS eKBiBaieHTHOCTI ¢a3u 11 y mapanensHux
BUIIPOOYBaHHS, KO/, rpynax sl TOpiBHSHHS €(EeKTUBHOCTI, Oe3meku, (apmakokiHeTHKH Ta imyHoreHHocti HD204 Ta
Bepcis Ta jgaTa ABacTuHy® y TAIl€HTIB 3 METACTaTUYHUM a00 PEIHIAMBHUM HETUIOCKOKIITHHHUM HEIPIOHOKIITHHHUM
paxoM serenb», SAMSON-II, Bepcis 4.0 Bix 26 motoro 2021
3asiBHUK, KpaiHa TOB «Kpomochapma Ykpaina»
Crnioncop, kpaina Prestige BioPharma Limited, Ciaramyp
CynytHi —
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

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




JonaTok 18

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

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
16.04.2022 Ne 645

Inentudikaris cyrreBoi
MIOTIPaBKH

OnoBnenuii mporokon kiiHiyHOoro BumpoOyBanHs GALACTIC-1, Bepcia 7.9 Big 28 ciuna 2022 p.;
Omnosnene [I0MOBHEHHS 10 TPOTOKOITY KiliHigYHOTO BUnpoOyBanus — @K, Bepcis 2.0 Bix 28 ciuns 2022 p.;
Omnosnena Opomrypa nocmignuka (GB0139/TD139), Bepcis 13.0 Bin 28 ciuns 2022p.; OcnoBHa @opma
iHopmoBanoi 3romu, Bepcist 3.0 ans Ykpainu Big 03 mororo 2022 p., HA OCHOBI CXiJHO-€BPOINEHCHKOT
Mmaiictep-Bepcii ocHoBHOT DI3 Bepcis 2.0 Bixg 31 ciuns 2022p. Ha ocHoBi maiictep-Bepcii ocHoBHOT DI3
Bepceis 10.0 Bix 28 ciunst 2022 p. [lepexnan ykpainchKoro MOBOO BukoHanui 10 mororo 2022 p.; OcHoBHA
®opma iHbopmoBaHOi 3roau, Bepcis 3.0 mms Ykpaimm Big 03 mrotoro 2022 p., Ha OCHOBI
CXiJHO-€Bpomenchkoi MaiicTep-Bepcii ocHoBHOT P13 Bepcis 2.0 Bix 31 ciuns 2022p. Ha ocHoBi maiictep-
Bepcii ocHoBHOoi ®I3  Bepcis 10.0 Bim 28 ciuna 2022 p. Ilepeknaa pociiCbKOIO MOBOIO BHKOHAHUUN
10 mrororo 2022 p.; @opma iHHopMOBaHOi 3roA1 Ha HEOOOB’ I3KOBE (papMaKOKIHETUUHE TECTYBaHHSI BEPCis
2.0 ana VYkpaimu Bix 02 mororo 2022 poky Ha ocHOBI Maiictep-Bepcii PI3 Ha HeoOOB’s3KOBe
¢dapmakokiHeTruHe TecTyBaHHS Bepcist 2.0 Bix 28 ciung 2022 poky. Ilepekian ykpaiHCbKOIO MOBOIO Bij
10 mrotoro 2022 p.; @opma iHPOPMOBAHOI 3roAH Ha HEOOOB’ sI3K0BE (DapMaKOKIHETHUHE TECTYBaHHS BepCis
2.0 mnsa VYkpainum Bim 02 motoro 2022 poky Ha ocHOBI Maiictep-Bepcii ®PI3 Ha HeoOOB’s13kOBe
dapmakokiHeTuyHe TecTyBaHHS Bepcid 2.0 Bix 28 ciuns 2022 poky. [lepeknaa pociicbkor0 MOBOIO Bij
10 motoro 2022 p.

Howmep Ta nata Hakazy
MO3 moa0 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1012 Bix 24.05.2021

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«GALACTIC-1 - PannomizoBaHe, TMOJBiifHE cJiine, OaraTOIeHTpOBE, TNapajienbHe, IuIanedo-
KOHTPOJIbOBAaHE MOCTIUKEHHs (a3u 2b B y4acHUKIB 13 imiomaTuyHuM JiereHeBuUM ¢ioposom (1JID),
o BuBYae epekTuBHIicTh Ta Oesneky GBO0139, inramsuiiiHoro iHriGiTopa rajekTHHY-3, 110 BBOJIUTHCS
yepes cyxonopoinkoBuii inransatop (CIII) nporsrom 52 tuxkHiBy, GALACTIC-1, Bepcis 6.9 Bix 01 kBiTHS
2021 poky




2 MPOJIOBKEHHS oAaTka 18

3asBHUK, KpaiHa «biopaci, En-En-Ciy», CILIA

Cnoncop, kpaiHa «T"anexto biotex Ab» (Galecto Biotech AB), Jlanis
CynyTHi —

Mmarepianu/mpenapaTi

CYNyTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
16.04.2022 Ne 645

Inentudikaris cyrreBoi
MIOTIPaBKH

Onosnenuii mpoTokon kiiHiyHOrOo BUutlipoOyBanHs: ISF-MC-GPGN 3 inkoprnopoBanoro nomnpaskoro (d) Bix
14 rpynus 2021 poky, aHrmiiicbkoro MoBor0; OHoBIeHa Opomrypa gocmigauka Tirzepatide [LY3298176],
BUJaHHsA Bia 26 x0BTHs 2021 poky, aHriiiickkoro MoBoOro; [H(opmarliis ans mamieHTa JOCHIIKEHHS Ta
®opma [HdopmoBanoi 3roam g y4yacTi y JOCHTIJDKCHHI JJIs BUKOPUCTAaHHS B YKpaiHi, Bepcia Ne 4.0
yKpaiHChbKOI0 MOBOIO Bif 27 ciuns 2022 poky; Indopmanis mis mamienta gociimkeHHs Ta Popma
IadopmoBanoi 3roaum asist yyacTti y AOCHIHKEHHI U1 BUKOPUCTaHHA B YKpaiHi, Bepcist Ne 4.0 pociiicbkoro
MOBOIO Bij 27 ciuns 2022 poky

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

Ne 700 Bix 24.03.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«locnixeHHsa BIUIMBY mpenapary Tip3enarig B MOpiBHSAHHI 3 mpenapatoM JlymariyTuj Ha pO3BUTOK
3HAYHUX HECTPUSATIUBUX CEPLEBO-CYAMHHUX IMOJIM Yy TMAali€HTIB 3 LYKPOBUM Jia0eToM 2 THILY
(SURPASS-CVOT)», ISF-MC-GPGN, 3 inkopriopoBaHoto nomnpaskoo (¢) Bix 12 muctonama 2020 poky

3asiBHUK, KpaiHa

«Eni JIinmi Boctok CAy, [IBelinapis

Cnoncop, kpaiHa

Emni Jlimmi enn Kommani, CIIA / Eli Lilly and Company, USA

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Honatok 20

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S

VYkpaiau «I[Ipo nmpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
16.04.2022 Ne 645

Inentudikarist cyrTeBoi
MOTPaBKH

3MiHa Ha3BU Y MICISIX POBEICHHS KITHIYHOTO BUNIPOOYBaHHS:

byno

Craio

I.M.H., ipod. Cuuos O.C.

JlepxaBHa yctaHoBa «HamioHanbHHI HayKOBHI
HeHTp «lHCTUTYT Kapaioyiorii iMeHi akajaemika
M.JI. Crpaxecka» HamioHaibHOT — akamemii
MEIMYHUX HayK YKpaiHu, BIAJIT apuUTMii cepiis,
M. Kuis

I.M.H., ipo¢. Cuyos O.C.

JepxaBHa ycraHoBa «HarioHaapHUI HayKOBHIMA
HeHTp «IHCTUTYT Kapioyiorii iMeHI akajaemika
M.JI. Crpaxecka» HarmionaneHoi akamemii
MEAMYHUX HayK VYKpaiHW, BIIALT KIIHIYHO]
apuTMOJIOTii Ta enexTpodiszioorii, M. Kuis

1.M.H. Mimenko JLA.

JepxaBHa yctaHoBa «HamioHanpbHMI HayKOBHIA
HeHTp «lHCTUTYT Kapnioyiorii iMeHi akajaemika
M.A. Crpaxecka» HamionanbHoi akamemii
MEIWYHUX HayK YKpaiHM, BIJJIiI TiE€PTOHIYHOI
xBopobu, M. Kui

n.M.H. Mimenko JLA.

JepxaBHa ycraHoBa «HarioHaapHUI HayKOBHIMA
HeHTp «IHCTUTYT Kapnioyorii iMeHi akajaemika
M.A. Crpaxecka» HamionaneHoi akamemii
MEIWYHUX HayK YKpaiHW, BUIIUI apTepiajbHOi
rinepreH3ii Ta KoMop6iaHoi narosorii, M. Kuis

I.M.H., mpod. Boponkos JL.T'.

HepxxaBHa yctanoBa «HarioHanbHMI HayKOBUI
HeHTp «IHCTUTYT Kapaiosorii iMeHi akajemika
M.A. Crpaxecka» HamionanbHoi akamemii
MEIMYHUX Hayk YKpaiHd, BIJOT cepreBoi
HeOOCTaTHOCTI, M. KuiB

J.M.H., ipo¢. Boponkos JI.I'.
HepxxaBHa ycraHoBa «HarioHanpbHUI HAyKOBHI
HeHTp «IHCTUTYT Kapaioyiorii iMeHI akajeMika

M.A. Crpaxecka» HamionaneHoi akamemii
MEIMYHUX HayK YKpaiHu, BIIIUT cepueBoi
HEJIOCTaTHOCTI, TOEJHAHOI 3  TATOJOTIEI0

BHYTpILIHIX opraHis, M. KuiB




MPOIOBXKEHHs oaaTka 20

1.M.H., ipod. Llenyiiko B.J.

KomyHanpHe  HEkoMepIiiHE  MIIIPHEMCTBO
«Micpka kiiHiyHa JikapHs Ne8» XapkiBchKol
MICBKOT paad, KapIioJoridyHe BIIIUICHHS IS
XBopux Ha iH(papkr Miokapna Ne2, XapkiBchka

A.M.H., ipod. Llenyiiko B.I.

KomyHanbHe  HEKOMeEpIiiiHE  MiANPHEMCTBO
«Micpka kiiHiyHa JikapHs Ne8» XapkiBchKoi
MICBKOT paau, KapioJoTiyHe BIIIUICHHS IJIs
XBOpHX Ha iH(papKT Miokapaa Ne2, M. XapkiB

MeIWYyHa aKajeMis MICIASAUIUIOMHOI  OCBITH,
kadenpa  kapmiomorii Ta  QyHKIIOHAIHHOI
JIarHOCTHKH, M. XapKiB

Howmep ta nata Hakazy Ne 2110 Bixg 16.09.2020
MOQO?3 11010 3aTBEpIKEHHS

KIIIHIYHOTO BUIIPOOYBaHHS

Hassa kniniyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jara

bararounenTpoBe, paHaoMi3oBaHe, MOJBIHE-CiNEe B MapalielbHUX Tpymnax, IUIaned0-KOHTPOIbOBAHE
JOCTIPKEHHS JUIsl OLIHKH €(EeKTUBHOCTI Ta 0e3MeYHOCT] (hiHEpEeHOHY MPHU 3aXBOPIOBAHHI Ta CMEPTHOCTI
narieHTiB 3 ceprenoro HepocTaTHICTIO (NYHA knac I1-1V) ta dpakmiero Bukuy jiBoro nuryHouka >40%
(®BJIII >40%) , No. BAY 94-8862 (finerenone) / 20103, Bepcist 2.0 3 iHTErpoBaHOIO MOMPaBKOO 1 Bif
21 BepecHs 2020 poky

TOB «baiiep», Ykpaina

3asBHUK, KpaiHa

CnoHncop, kpaiHa baiiep AT', Himeuunna

CynyTtHi —
Mmarepianu/npenapaTH
CYNYyTHBOI Tepamnii

B.o. renepanbHoro nupexropa Jlupexkropary

APMANCBTUYHOI'O 320€3IICUYCHHSA BaH
P 0 Isan 3AJIBOPHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEPKCHHS CYTTEBHX ITOTPABOK)

16.04.2022 Ne 645
Inentudikaris cyrreBoi 3MiHa Ha3BU MICIIsl MPOBEACHHS KJIIHIYHOTO BUNIPOOYBAHHS:
MOTPaBKU byno Crano
I.M.H., ipod. [TamkoBcekuit B.M. I.M.H., mpo¢. [TamkoBcbkuii B.M.

Komynanpne — HexomepmiiiHe — mianmpueMcTBO | KomMyHanmbHe — HEKoMepiiiiHE  HiAPHEMCTBO
«Micbka kimiHiyHa nikapHs Ne3» UYepniBenpkoi | «LleHTpanbHa  Micbka — KIIIHIYHA  JIKApHS»
MICBKOI ~ paad, HEBpoJoriuHe  BiamineHHs, | UepHiBenmbkoi MICBKOI  paau, HEBPOJOTiUHE

M. YepHiBIii BiIIIeHHS, M. YepHiBIi
Howmep ta nata Hakazy Ne 3059 Bixg 29.12.2020
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS
Hassa kniniunoro «bararoneHTpoBe, paHI0MI30BaHe, MOJBIMHE CIIiNe, KOHTPOJboBaHe fnociimxkeHHs (a3u b nns orinku
BUIIPOOYBaHHS, KO/, e(eKTUBHOCTI, Oe3Me4yHOCTI Ta (apMaKOKIHETUKHM BHIIUX /03 OKpenizymMaldy y IOpOCIMX IMAalll€eHTIB
Bepcis Ta jgaTa 3 pelUIUBYIOUUM PO3CITHUM ckiiepo3om», BN42082, Bepcis 3 Big 27 xoBTHs 2021 p.
3asBHUK, KpaiHa ToBapucTBO 3 00MEXKEHOI0 BiANOBiAAIbHICTIO «Pomn YkpaiHa»
CrnoHcop, kpaiHa ®.Xodpdpmann-JIs Pour JIta, HIseituapis
CynyTtHi —
Mmarepianu/npenapaTi

CYNyTHBOI Tepamii

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




JlogaTok 22

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
16.04.2022 Ne 645

Inentudikarist cyrTeBoi
MOTPaBKH

OcHOBHA KOHTaKTHa iH(opMaIlisi Ha BUITaI0K eKcTpeHoi cutyarlii, Bepeist 1.0 Big 01.06.2020, ykpaiHCchKOIO,
POCIHCHKOIO Ta aHTJIHCHKOI MOBAaMH; 3aly4yeHHS JOJATKOBHX MiCLb MPOBEIEHHS KIIHIYHOTO

BUIIPOOYBAHHS:
No I1.1.B. BiAIIOBITAILHOTO HOCIITHUKA
/1t Hazpa micuis mpoBeieHHs KJIIHIYHOTO BUITPOOYBaHHS

1. nikap Kizuma 3.11.

KomyHnanbHe HexoMepiiiHe mianpueMcTBo JIpBiBChKOT 00macHOi pann «3axigHOYKpaiHChKUH
Creliagi30BaHUi UTSYUNA METUYHUN EHTP», XIpypriuHe BiaaiaeHHs, M. JIbBIB

2. nikap bineupkwuii B.€.

KomyHnansHe HexomepliliHe MiANPUEMCTBO XapKiBCbkoi obOnacHoi paau «ObnacHa nuTs4a
KJIiHIYHA JikapHs Nely, BUIIEHHS TUTAY01 OHKOJIOT1 Ta OHKOTreMaToJiorii, M. XapKiB

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

Ne 531 Bin 26.03.2022

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«docnimxenns ¢asum 1/2 ana omiku nanbouukinidy (I6panc®) B komOiHamii 3 IPUHOTEKaHOM 1
TEMO30JIOM1IOM Ta/ab0 B KOMOIHAIlli 3 TOMOTEKAHOM 1 HUKIO(OCHamMiIOM y MALI€EHTIB AUTAYOTO BIKY 3
peLUIUBYIOYMMH a00 pedpakTepHUMH CONMAHUMH myXiauHaMm», A5481092, IlonpaBka 4 Bix 18 uepBHA
2021 p.

3asBHUK, KpaiHa

[¢aiizep Iuk., CILIA

Cnoncop, kpaina

[¢aiizep Iuk., CILIA

CynytHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
16.04.2022 Ne 645

Inentudikaris cyrreBoi
MIOTIPaBKH

Martepianu st namieHTiB: CKpiHIIOTH enekTpoHHoro nonatky Engage (Application Screenshots Engage
At-Home - Ukrainian (Ukraine) Version 1.0 08-Dec-2021), Bepcis 1.0 Bim 08 rpyamns 2021 poky,
yKpaiHCbKOI0 MOBO0; CKpIHIIOTH eneKTpoHHOro aoaatky Engage (Application Screenshots Engage
At-Home - Russian (Ukraine) Version 1.0 08-Dec-2021), Bepcist 1.0 Bix 08 rpyasst 2021 poky, pociiiChbKO0
MoBoro; JlomatkoBe nocnimkenHs STARS. Tlocionuk nns ydgacuuka. «Jlocmimkenns STARS: 6opimocs 3
TpUBaJIMMH HamaaamMu pazom» (257696 UKR Participant Study Guide 20210922 1.0 Ukrainian), Bepcis
1.0 Bix 22 BepecHs 2021 poky, ykpaiHChKOIO0 MOBOMO; «JlonmonuurensHoe uccnegopanue STARS. [TocoGue
Julsl ydacTHUKOB uccnenoBanud. Mccnenoanue STARS: o0benunuM ycuiine B 00opb0e ¢ JIMTENbHBIMU
npuctynamu cyaopor» (257696 UKR Participant Study Guide 20210922 1.0 Russian), Bepcia 1.0 Bifg
22 BepecHa 2021 poky, pociiicbkoio MOBOIO; [HCTpyKiisi 10 caliTy HaBIramiiHOi mHporpamu ais
inpopmosanoi 3roau (UCB STARS Extension (EP0165) Consent Navigator 11-Nov-2021 v1.0 Ukrainian),
Bepcis 1.0 Bix 11 mucronana 2021 poky, ykpaiHCbKOr0 MOBOMO; [HCTpyKIis 10 BeO-caiity «HaBurauus no
cornmacuto» (UCB STARS Extension (EP0165) Consent Navigator 11-Nov-2021 v1.0 Russian), Bepcis
1.0 Bix 11 nmucronana 2021 poky, pociiickkoro MoBoto; [TpoTokon 3 kopuctyBanus nopraioM (UCB STARS
Extension (EP0165) Patient Portal 06-Dec-2021 v1.0 Ukrainian), Bepcist 1.0 Bix 06 rpyans 2021 poky,
yKpaiHcbkoro MoBow; [Ipotokon 3 xopucryBanus nopraiom (UCB STARS Extension (EP0165) Patient
Portal 06-Dec-2021 v1.0 Russian), Bepcis 1.0 Big 06 rpyans 2021 poky, pociichbkoro MOBot0; [HpopMmariis
111010 KOPUCTYBaHHs eIeKTpOHHUM I1oaeHHUKOM «STARS extension. JIackaBo mIpocuMO 10 TOCTIIKEHHS
EPO0165!» (EP0165 Study Version 2 August 2021), Bepcis Big 2 ceprias 2021 poxy, ykpaiHChKOIO MOBOIO;
Indopmartis momo0 KOpUCTyBaHHS eNeKTpoHHUM InojneHHHUKoM «STARS extension. [lo6po moxaioBatb
B uccinenosanre EP0165!» (EP0165 Study Version 2 August 2021), Bepcis Big 2 ceprnusa 2021 poky,
POCIiCbKOI0 MOBOIO

Howmep Ta nara Hakazy
MO3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 531 Bin 26.03.2022
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Ha3ga kiiniunOTrO «Binkpute, 6araTorieHTpoOBE, PO3MIKUPEHE AOCIIPKEHHS B aMOyIaTOPHUX YMOBaX JUIS OI[IHKHM O€3MeYHOCTI
BUIPOOYBaHHS, KO/, Ta rnepeHocuMocTi npenapary CTakkaro Anmpa3oyiaM y YIaCHHKIB JOCIIKEHHS BIKoM 12 poKiB 1 cTapiie
Bepcis Ta Jara 31 CTEpEOTUITHUMHU TpUBAIUMU Haragamuy», EP0165, Bing 02 mumus 2021 poky

3asBHUK, KpaiHa TOB «ITAPEKCEJI Ykpaina»

CnoHncop, KpaiHa KOCibi biodpapma EcApEn, benbris / UCB Biopharma SRL, Belgium

CymytHi —

MaTepianu/mpenaparu

CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHs Isan 3A/IBOPHHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEPKCHHS CYTTEBHX ITOTPABOK)

16.04.2022 Ne 645
Inentudikaris cyrreBoi Bporrypa nocnignuka 1uis JOCaiKyBaHOTo JiKapebkoro 3aco0y Kapunpasus, Bepcis 18 Bix 24 nucromana
IIOIIPABKH 2021 poky
Howmep ta nata Hakazy Ne 2616 Big 24.11.2021
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUNIPOOYBaHHS
HasBa xmiHiuHOTO «6-TIKHEBE 0araTOICHTPOBE paHJIOMI30BaHE MOJIBIMHE CINe IUIaned0-KOHTPOIbOBAHE JOCITIDKEHHS B
BUIIPOOYBaHHS, KO/, napajeNbHUX TPyMax 3 BUBYCHHsI €(PEKTUBHOCTI i Oe3MeuHOCTi Kapunpasuny y aiteit (Bikom Big 10 1o
BepcCis Ta Jata 17 pokiB) mpu JiKyBaHHI JENPECHBHUX €IMI30/iB, IOB’S3aHUX 3 OINOIApHUM po3naaoM [ Tumyy,
3112-301-001, nmonpaska 2 Big 19 mororo 2021 p.
3asiBHUK, KpaiHa «E60B1 biogpapmacerotikan3 I'moX», [lIBeitnapis
Crnioncop, kpaina «Annepran Jlimiten», Benmukooputanis (Allergan Limited, United Kingdom)
CynytHi —
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

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




JonaTok 25

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

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
16.04.2022 Ne 645

Inentudikaris cyrreBoi
MIOTIPaBKH

OHoBIIEHUH TPOTOKOJ KIiHIYHOTO BUIIPOOyBaHHs, Bepcis 4 Bix 14 rpynus 2021 p.; OnoBiena @opma
iH(opmoBaHoi 3roau, Bepcid 3.0 as Ykpainu yKpaiHChKOIO Ta pociiicbKoro MoBaMu Bif 27 ciuns 2022 p.
Ha ocnoBi maiictep-Bepcii popmu iHpopmoBaHoi 3roau ans gociimkeHHs GO42661, Bepcis 4, Bin
14 rpynus 2021 p.

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

Ne 614 Bin 01.04.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PanpomMizoBane, mojBiiiHE ciine, IUiane0o-KoHTpoiaboBane, ¢asu Il mocnikeHHs 3acTOCyBaHHS
aTe30i3yMady y moeqHaHHi 3 OeBannzymaboM abo Oe3 OeBann3ymMady y KOMOIHAIlT 3 HHUCIIATHHOM Ta
reMIIMTa0lHOM y TAIIEHTIB 13 paHillle HEeJIKOBAaHUM TMOIIMPEHUM pakoM OimiapHoro Ttpakty», GO42661,
Bepceis 3 Bix 03 6epesns 2021 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MEXKEHOIO BiANOBiAaIBbHICTIO «Pom YkpaiHay

CnoHncop, kpaiHa

®.Xopdmann-JIs Pour JIta, [lBeiinapis

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro qupexkropa Jupexropary

(apmaneBTHYHOrO0 3a0e3neYeHHS

IBan 3A/IBOPHUX




JonaTok 26

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
16.04.2022 Ne 645

Inentudikaris cyrreBoi
MIOTIPaBKH

OHoOBIIEHE AOCKE TOCIIKYBAHOTO JiKapcbkoro 3aco0y ND0612, Bepcis 11.5 Bing 20 nucromana 2021 poky
aHTIHChKOI0 MOBOI; OHOBIICHE JOCHE JOCITIKYBAHOTO JiKapchbkoro 3aco0y, 2.1.P - mmsa turane6o no
Carbidopa-Levodopa B kamcymax (6imi), Bepciss 4.0 anrmiiicbkoro MoBow; OHOBIIEHE JIOCHE
JOCITIPKYBAHOTO JIIKapchKoro 3aco0y, 2.1.P - mns mmane6o mo Carbidopa-Levodopa B kamncymnax (cipi),
Bepcis 4.0 aHTIiChKOI MOBOIO; OHOBIICHE JIOCHE JOCIIKYBAHOTO JIiKapchkoro 3acoly, 2.1.P - mis
Carbidopa-Levodopa 25 mr-100 mr B karncyiax (cipi, 0ii), Bepcist 4.0 aHTIi#iiCbKOI0 MOBOIO; OHOBIICHH I
3pa30K €TUKETKH JIJIsl 30BHIIIHBOI YIIaKOBKU KOPOOKH Bij 26 TpaBHs 2021 poKy ykpaiHChKOIO MOBOIO

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

Ne 1360 Big 10.06.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«baratonieHTpoBe, paHIOMI30BaHEe, KOHTPOJIbOBAaHE AKTUBHUM IpenapaTroM, MOABiiHE ciine, MmojBiiiHe
MacKOBaHE KIIIHIYHE JOCIIDKEHHS B MapajiebHUX Ipynax 13 BUBYEHHS €(PEeKTHUBHOCTI, OE3MEYHOCTI Ta
nepeHocuMocTi Oe3nepepBHOi MmiAmKipHOi 1H(QY3iT mpenapary NDO0612 mnopiBHSHO 3 mepopalbHUM
npuitomom IR-LD/CD y nanieHTiB 13 xBopoOoto [lapkiHCOHA, Y SKMX pO3BHUBAIOTHCSI MOTOPHI (UIyKTYyarlil
(BouNDless)», ND0612-317, Bepcist 3.0 Bix 11 mororo 2021 poky

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CrnoHcop, kpaiHa

NeuroDerm Ltd., Israel (I3painb)

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Honatok 27

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

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
16.04.2022 Ne 645

Inentudikaris cyrreBoi
MIOTIPaBKH

OHOBNIEHUH TPOTOKOJ KiiHIYHOTO AociimkeHHs WA25046, Bepcis K Big 20 smmcromama 2021 p.,
aHriiiicekor0 MoBoro; bpomypa mocmigamka RO4964913, Oxpenizyma6/OxpeByc®, Bepcist 20 Bix
mucronana 2021 p., aHrmilicbkor MoBoro; IHopmMaris as mamiedTa i popma iHGOpPMOBaHOT 3roAu AJIs
OCHOBHOTO JIOCII/DKEHHSI, Al YKpaiHU aHTIiHChKo0 MoBOto, Bepcis 11.0 Bim 25 ciuast 2022 poky;
Indopmariis mas mamierta i Gpopma iHGOPMOBAHOI 3rou JJisi OCHOBHOTO JIOCHIDKCHHS, JJIsA YKpaiHu
YKpaiHChKOI0 MoOBO, Bepcis 11.0 Bim 25 ciuas 2022 poky; Iladopmarnis mis mamienta i popma
iH(pOpMOBaHO1 3roju JJIT OCHOBHOTO JIOCIIDKCHHSI, JUIsl YKpaiHu pOCiHChKOK MOBOM, Bepcis 11.0 Bifg
25 ciunst 2022 poky

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

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«bararonieHTpoBe, paHIOMi30BaHe, MOJIBIifHE CIine, Mmianed0-KOHTPOIbLOBaHE JOCTIKEHHs 3-1 da3u B
napaneiabHUX TIpymnax, JUlsl OLIHKKM Oe3neku Ta edekTUBHOCTI mpemnapary Oxpenizymad y J0Opociux
namieHTiB 3 IlepBunnum Ilporpecyrounm Poscisaum Cxiepozom», WA25046, Bepcis J Big 31 jaumus
2020 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 OOMmexeHow BianosimanbhicTio «KoHTpakTHO-JocminHunpeka Opranizanis IHHOpapMm-
Ykpaina»

Cnoncop, kpaina

®. Xodpdmann-Jla Porr JItx., [setinapis [F. Hoffmann-La Roche Ltd, Switzerland]

CynytHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




JonaTok 28

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

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
16.04.2022 Ne 645

Inentudikaris cyrreBoi
MIOTIPaBKH

Omnosnena [HcTpykilis 3 BUKopucTanns ja3epHoi cucremu PIT690, Bepcis 4

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

Ne 2672 Bin 01.12.2021

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jata

“Panymomi3zoBaHe, BiJKpUTE, KOHTPOJIbOBAaHE, 3 JIBOMAa TpYyNaMu JIKYBaHHS JOCIDKeHHS (a3u
3 dotoimynotepanii ASP-1929 B nmopiBHSHHI 31 CTaHIAPTOM JIIKYBaHHS Ha BUOIp JKaps Ui JTIKyBaHHS
IJIOCKOKJIITUHHOTO JIOKOPETI0HAJIbHOTO PELUANBYIOUOT0 paKy roJIOBU Ta LI B MAIlIEHTIB, y AKUX HE OyJ0
JOCATHYTO €(DeKTy UM CTaocsl MpOrpecyBaHHs 3aXBOPIOBAHHS IiJ yac abo micis MpUHAHMHI JBOX JIiHIH
Teparii, MpuHaiMHI 0/1Ha 3 AKX Oyia cucremMHoro”’, ASP-1929-301, Bepcis 3 monpaskoro 3.1 Big 10 gyepBHS
2020 p.

3asiBHUK, KpaiHa

«biopaci, Ex-En-Ci», CIIIA

CnoHcop, kpaiHa

Pakyren Menikan, Iuk., CIIIA (Rakuten Medical, Inc., USA)

CynyTtHi
Mmarepianu/npenapaTH
CYyMyTHBOI Tepamii

B.o. renepasibHoro n1upexkropa Jlupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JonaTok 29

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
16.04.2022 Ne 645

Inentudikaris cyrreBoi
MIOTIPaBKH

Iadopmaris nns 6aTekiB Ta ¢opma iHPOPMOBAHOI 3rOJIM HA y4acTh Y JIOCHIIKEHHI JUTHHHU BIKOM BiJ
12 pokiB, ocrarouna penmakmis 1.0 mist Ykpaiam Big 09 mmcromama 2021 p., ocTaTouyHuWil mepekian
3 aHIJIIChKOT MOBH Ha yKpaiHCbKY MOBY Bin 26 nucromana 2021 p., ocTaToOuHUN MepeKia 3 aHTIiHChKOT
MOBH Ha POCiiicbKy MOBY Bif 26 nmuctonaaa 2021 p.; Indopmaris ta ¢opma 3roam Aasi MaJOIiTHEOTO
namieHTa (s giteid Bikom 12 pokiB), octatouHa pemakiis 1.0 mgius Ykpainm Big 09 nmucromana 2021 p.,
OCTAaTOYHHMI TepeKyaj]l 3 aHIMChKOI MOBM Ha YKpaiHCBKY MOBY Bij 22 miotoro 2022 p., ocTaTOYHHA
nepeKyaj 3 aHTJIIMChbKOT MOBH Ha pOCiHChKY MOBY Bix 22 mrotoro 2022 p.

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

Ne 2107 Big 17.10.2019

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«Ouinka npenapaty pekombinanTHoro ¢akropa IX, APVO101, y niteii, xBopux Ha remodinito B, axum
paHile mpoBOAWIOCA JIKYBaHHs JaHoro 3axBoproBaHHs», APVO101-903, penakiis 3.0, mompaBka 2 Bif
29 nmunaga 2020 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITIOBIJTAJIBHICTIO «ITI EC A-YKPATHA»

Cnoncop, kpaiHa

«Menekcyc @apma, [nk.» [Medexus Pharma, Inc.], CILIA

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(papmaneBTHYHOrO 3a0€e3ne4eHHS Isan 3AZIBOPHUX




Honarox 30

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEPKCHHS CYTTEBHX ITOTPABOK)

16.04.2022 Ne 645
Inentudikaris cyrreBoi OHOBIIEHU TPOTOKOI KJIiHIYHOTO BUnpoOyBanHs, [lonpaska 3 Bix 9 rpyaus 2021 poky
TIOTIPABKHU
Howmep ta nata Hakazy Ne 2814 Big 17.12.2021
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
Ha3ga xiiniuHOTO «PanomizoBane moaBiifHe-cIIiNe Tane00-KOHTPOIbOBAHE TOCIIIKEHHS 3 a3y A1 OIIHKH €PeKTHBHOCTI
BUIIPOOYBaHHS, KO/, ta Oesneku mpenapatry SNF472 mpu nomaBanHi A0 QoHOBOI Teparii mpu JiKyBaHHI Kanblidilakciiy,
BepcCis Ta Jata SNFCT2017-06, ITonpaska 2 Bix 21 tpaBust 2021 poxy
3asiBHUK, KpaiHa Kondinenc dapmacsrotikan Peceu JIJIC, CIIIA
CrnoHcop, kpaina Canidit TepanstoTike C.A., Icnanis
CynytHi —
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

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




Honatok 31

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

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
16.04.2022 Ne 645

Inentudikaris cyrreBoi
MIOTIPaBKH

Onosnenuit po3ain 3.2.P nocwe J1JI3 pozunnnamk mis JNJ-53718678-ZCL Bin 28.01.2022 p.; [lomoBxkeHHs
tepminy npunatHocti J1JI3 po3unanauk s JNJ-53718678-ZCL no 30 micsis

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

Ne 1102 Big 02.06.2021

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jata

«PanmomizoBaHe, TMOABIMHE clline, TUIANE00-KOHTPOJIbOBAHE MJOCHDKEHHS ¢Gasu 3 s OMiHKHU
e(eKTUBHOCTI Ta 0€3MEeYHOCTI piieMaTOBipa y HEMOBIAT Ta AiTel (BikoM Bix > 28 nHiB 10 < 5 poKiB) Ta
3roJIoOM y HOBOHAPOKEHUX (BIKOM < 28 /HIB), FOCIITATI30BaHUX 3 MPUBOAY TOCTPOI 1H(EKIIT AUXATbHUX
HUISAX1B, CIPUYMHEHOI pecnipaTopHO-cUHIMTIaIbHUM BipycoM (PCB)», 53718678RSV3001, 3 monpaskoro
1 Big 04.05.2021 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAIIEBTUKA HB», benbris

CnoHncop, kpaiHa

«IHCCEH ®APMAIIEBTUKA HB», benbris

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




JonaTok 32

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
16.04.2022 Ne 645

Inentudikaris cyrreBoi
MIOTIPaBKH

Omnosnena bpomypa nocnigauka ans npenapary PF-06651600 (putnenutunio), sepcis 8.0 Bix rpynHs
2021 poky, aHTIIHCHKOI MOBOIO

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

Ne 1849 Bin 11.08.2020

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jata

«4-TVDKHEBE PAHJOMI3OBAHE, TIOIBIMHE CJIIIE, BATATOLIEHTPOBE JIOCJIIJDKEHHS Y
ITAPAJIEJIbBHUX TI'PYIIAX 3 AKTHUBHHUM IIPEITAPATOM IIOPIBHAHHA [AJIX OLIHKH
E®EKTHUBHOCTI TA BE3IIEYHOCTI ITPEITAPATIB PF-06650833, PF-06651600 (PUTJIELIMTUHIB)
I TO®AIIUTUHIBY K B IKOCTI MOHOTEPAIII, TAK I B KOMBIHAIIIL, ¥ AIICHTIB 13
AKTUBHUM PEBMATOITHUM APTPUTOM CEPEJHBOI'O TA BAXKOI'O CTVYIIEHA 1
HEJJOCTATHBOIO BIAITOBIJAIO HA TEPAIIIFO METOTPEKCATOM», B7921023, ¢hinanbHa Bepcis
nportokoay, [lonpaska 2 Big 07 nunus 2021 poky

3asBHUK, KpaiHa

[1aiizep k., CIHA

CnoHncop, kpaiHa

[¢aiizep Iuk., CILIA

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




Honatok 33

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
16.04.2022 Ne 645

Inentudikaris cyrreBoi
MIOTIPaBKH

bpomrypa nocnigauka R0O4964913 Ocrelizumab/Ocrevus®, Bepcis 20 Big nuctomaga 2021 poky,
AHTJTIMCBKOI0 MOBOIO; 3MiHA BiJIMOBINANTBHOTO JOCTIHWKA B MICIi TpOBeNeHHS MeIUYHUil LEHTp
TOB «Xenc Kninik», Menuunuii KIiHIYHAN JOCTIIHUIBKUHN [EHTP, BT 3arajibHoi Tepanii, M. Binauns
byno Crano

nikap HoBakoBcbka O.E.

Mennunuii  nearp TOB  «Xenc  Kimiaiky,
MenuyHuii KIIHIYHUN TOCTITHUIIBKUA IIEHTP,
BIJUTLT 3arajibHOI Tepartii, M. BiHHUIS

nikap Koctrouenko A.B.

Memuunuit  nearp TOB  «Xenc  Kiminiky,
MenuyHuii  KIIHIYHUN JTOCTIAHUIBKHA LIEHTP,
BIJUIUI 3araJibHOI Teparii, M. BiHHUIIS

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

Ne 1896 Bi7 27.08.2019

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«baratonieHTpoBe, panaoMizoBaHe, MOJBINHE ciine, M1anedo-KOHTpoIboBaHe JociikeHHs (aszu [IIb s
OlIHKM  e(peKTUBHOCTI Ta Oe3medHocTi mnpenapary Oxpenisymadl y  J0pOCIMX — Mall€HTIB
3 MEPBUHHO-TIPOTPECYIOUYHUM PO3CisTHUM ckiepo3om», WA40404, sepcis 4 Bix 01 marotoro 2021 p.

3asiBHUK, KpaiHa

ToapuctBo 3  OOmexeHow  BimmoBigaiabHICTIO

InHOpapM-YkpaiHay

«KontpaktHo-[ocaiaaunbka  Oprasizaiis

Cnoncop, kpaina

®. Xopdmann-JIs Pom JIta, Hiseiinapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynytHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




Honarok 34

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKAPCHKHX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
16.04.2022 Ne 645

Inentudikaris cyrreBoi bpourypa nocniguuka JIJI3 Erpacimon (APD334), Bunanus 9.0 Big 17 nmucronaaa 2021 poky, aHTIiiicbKOIO
MOTPaBKU moBoio; Iloct y comiampHiii Mepexi Facebook, Bepcis VI.OUKR(uk) Bixm 24 mmcrtomama 2021 poky,
nepekia] ykpaincbkoro MoBoro Bif 18 TpaBHs 2021 poky; Iloct y comianbhiii Mepexi Facebook, Bepcis
V1.0UKR(ru) Bix 24 mucronana 2021 poky, nmepexiaj pociicbkoro MOBOIO Bix 18 TpaBus 2021 poxy

Howmep ta nata Hakazy Ne 516 Big 22.03.2021
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Hassa kniniunoro «PannomMizoBaHne, MOABIMHE ClIiMe, MIae00-KOHTPOIbOBAaHE S2-THXKHEBE JOCITIHKEHHS ISl OI[IHIOBaHHS
BUIIPOOYBaHHS, KO/, e(eKTUBHOCTI Ta 0€3MEeYHOCTI 3aCTOCYBaHHS €TPaciMOAy B HAlli€HTIB 13 aKTUBHUM BUPA3KOBUM KOJIITOM
BepcCis Ta Jata MOMIPHOTO cTyneHs TsKkocTi», APD334-210, 3 monpaskoro 1.0 Bix 02 uepsHs 2021 poky

3asBHUK, KpaiHa ITiznpuemcTBo 3 100% iHo3emHom0 inBecTHIicr0 «AMK’FOBIA PJIC Ykpaina»

CrioHCcOp, KpaiHa «Apena dapmacerortikans, [nk.» (Arena Pharmaceuticals, Inc.), United States

CynytHi —

MaTepiajau/npenapaTu

CYIYTHBOI Teparii

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




Honatok 35

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
16.04.2022 Ne 645

InenTudikartist cyTTeBOi Be6-caiit mast wHabopy mnamientiB y mociimkenHs LIBRETTO-432 (JZJX-uk-UA-Digital Outreach-
MOTPaBKU 270CT2021) Bix 27 xoBTHs 2021 p., yKpaiHCbKOI0 MOBOI0O; BeO-caiiT 1yt Habopy MamieHTIB y JOCTIKSHHS
LIBRETTO-432 (JZIX-ru-UA-Digital Outreach-270CT2021) Bix 27 xoBTHs 2021 p., pOCiiicCbKOIO MOBOIO

Howmep Ta nara naka3zy Ne 1265 Bix 23.06.2021
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ha3zsa xiriniunoro «LIBRETTO 432: Ilnane60-KOHTpOJIbOBAHE IMOJBIMHE CJIille pPaHAOMi30BaHE MOCTIKEHHS 3 da3u mis

BUNPOOYBaHHS, KO, OIIIHKH aJ1’FOBaHTHOI Teparii ceanepKkaTHHIOOM MICIIsl pauKalIbHOI JOKOPETiOHAPHOT Teparii y MaIli€HTiB 3

Bepcis Ta JaTa He/IpIOHOKIITUHHUM pakoM JereHi craaii IB-IIIA 3 nasBaicTio ribpunHoro rena RET», J2G-MC-JZJX,
Bepcis 3 nonpaskoio (d) Big 21 tpaBus 2021 poky

3asBHUK, KpaiHa «Emi Jlinm Bocroxk CAy, [IBeiinapis

CrnioHcop, kpaiHa Eni Jlinmi enx Komnani, CIIA / Eli Lilly and Company, USA

CynyTtHi —

Mmarepianu/npenapaTH

CYyNyTHBOI Tepamnii

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




JlonaTok 36
10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
16.04.2022 Ne 645

InenTudikarist cyrTeBOi
HONPaBKU

Omnosnenns bpomypu Jlocninauka (Jlonagapni0), Bepcist 9.0 Bim 27 ciuast 2022 poxy (aHTTIHCHKOIO
MOBOI0); 3MiHa Ha3BU MICIIsS IPOBEACHHS KIIHIYHOIO BUIPOOYBAHHS
byno

Craio

I.M.H., ipod. Yemuy M./I.

VYHiBepcUTETCHKA KITiHIKa CymcbKoro
Jep’KaBHOTO  yHiBepcuTeTy, [ emarosoriunHuii
HEHTP MEIUYHOTO IHCTHTYTY, M. Cymu

I.M.H., mpod. Yemuu M.JI.

VYHiBepcUTETCHKA KITiHIKa Cymcbkoro
JiepKaBHOTO yHiBepcuTety, LlenTp renarosorii Ta
iH(eKTOoNori] HaBYabHO-HAYKOBOTO MEIMYHOTO
iHCTUTYTY, M. Cymu

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

Ne 2777 Bin 02.12.2020

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PannomizoBaHe, 4aCTKOBO MOABIIMHE ciine, MmaTpuuHe gociiakeHHs 11 ¢pa3u 3 BuUBUeHHs eeKTUBHOCTI Ta
6e3neku 50 mr noHadapHiOy/100 Mr puToHaBIpY JBivi Ha 100y B O€AHAHHI 3 ETJIbOBAaHUM 1HTEp(HEPOHOM
anbda-2a y 1031 180 MKr abo 6€3 HbOTO MPOTAroM 48 THXKHIB Y OPIBHSIHHI 13 MOHOTEPAIIEIO MET1IbOBAHUM
iHTepdepoHOM anbda-2a Ta JIKyBaHHSAM IUIae00 y Malli€HTIB 3 XPOHIUHOIO 1H(EKIIEI BipyCy renaTuTy
JIeNbTa, CTaH SKUX MIATPUMYETHCS 3a JIONOMOIOK0 HYKJIEO3uJHOi (HykyeoTuaHoi) aHTu-HBV Tepamii
(D-LIVR)», EIG-LNF-011, nompaska 03 Bix 29 xoBtHs 2021 p.

3asBHUK, KpaiHa

«biopaci, Ex-En-Ci», CIIIA

Cnoncop, kpaina

«Eiirep bio®apmacskrortikans, [nk.» (Eiger BioPharmaceuticals, Inc.), USA

CynytHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. renepanbHoro gupexkropa Jupexkroparty

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




Jonatok 37

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
16.04.2022 Ne 645

Inentudikarist cyrTeBoi
MOTPaBKH

bpomrypa nns gocnignuka 3 npemnapaty amicemimon (MT-1303), penakmis 14 Big 16 mucromana 2021 p.;
BxIrroueHHs JOJaTKOBUX MICITh TPOBEJCHHS KIIHIYHOTO JIOCIIIKCHHSI:

No I1.1.B. BiAIIOBiJaJILHOTO JOCHITHUKA

n/n Ha3Ba micus mpoBeeHHs KITiHIYHOTO BUIPOOYBaHHS

1. Kk.M.H. KoBans B.1L

Komynansne HekoMepiiiitHe mignpueMcTBo «Uepkachbka obnacHa nikapHs Yepkacbkoi 0061acHOT
pajmy, MPOKTOJIOTIYHE BiTIICHHS, M. Yepkacu

2. I.M.H., pod. Penis O.1.

ObnacHe KOMyHaJIbHE HEKOMEPIIiiHE MianpueMcTBO «YepHiBenbka 00JacHa KIIIHIYHA JIIKAPHS»,
IT1JIPO3IiJT raCTPOSHTEPOJIoTi1, M. YUepHiBIIi

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

Ne 1722 Bix 11.08.2021

Hazssa xiriniugOrO
BUIIPOOYBaHHS, KOJI,
BepcCis Ta Jata

"PanmomMizoBaHe MOJBIMHO ciine miane0o-KOHTpoIboBaHe aociipkeHHs 11 ¢asu, mo mpoBoAUTHCS B
napajiejabHUX Ipylnax Mali€eHTIB 13 JETKUM 1 CepeIHbOTSHKKMM MepediroM BUPa3KOBOI'O KOJITY 3 METOIO
OLiHKK eeKTUBHOCTI Ta Oe3neuHocTi amicenimoay (MT-1303)", AMUC-2023, peaakuis 3.0, mompaBka
2 Bix 03 rpynns 2020 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITIOBIJIAJILHICTIO «I1I EC AUI-YKPATHA»

CrnoHcop, kpaiHa

«Canikc ®apmac’rorikan3 [akopnopeiiteny [Salix Pharmaceuticals, Inc.], adinilioBana kommanis «bayr
Xenc F0-Ec, JIJIK» [Bausch Health US, LLC], CIIIA

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

dapmaneBTHYHOIrO 3a0€e3MeYeHHS

Isan 3AZIBOPHUX




JlonaTok 38

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
16.04.2022 Ne 645

InenTudikarist cyrTeBOi
HONPaBKU

Bbpomrypa gociigauka Evobrutinib (M2951), Bepcis 14.0 Bix 20 >xoBTHs 2021 poKy, aHTTIHCHKOIO MOBOIO;
Jocbke nocaimxyBaHoro Jgikapcbkoro 3aco0y Evobrutinib (M2951), moayns 3 «Skictb», Bepcis 12.0 Bix
rpyaas 2021 poky, aHrimiidcekoro MoBow; ChpomieHe Jlocke TOCTIIKYBaHOTO JIKapChbKOTO 3aco0y
nopiBHsiHHS (Aubagio), monynb 3 «kicte», Bepcis 4.0 Big nuctonana 2021 poky, aHIUIIHCHKOI MOBOIO;
Kopotka xapakrepuctuka npenapary Ksectpan (xonectupamin) Big 06 ciuns 2021 poky, aHIITIHCBEKOIO
MOBOIO; 3QJIy4€HHS JOJATKOBUX BHUPOOHWYMX AUTBHUIF BUPOOHHIITBA JOCTIAKYBAHOTO JIKapCHKOTO
3aco0y EBoOpyTuni®6 (M2951) Ta miane6o, TabIeTKH, BKPUTI IUIIBKOBOIO 000JI0HKOIO, 45 Mr, Nuvisan
GmbH, Himeuuuna, ta Fisher Clinical Services GmbH, HimMe4yunHa; 3amydeHHs 101aTKOBOT BUPOOHHUOT
JOUIBHUIII BHPOOHMIITBA JOCIIJKYBAHOTO JIIKAPCHKOTO 3aco0y mopiBHSHHA Aubagio® Ta mane6o,
TabJieTKa, BKpUTA IUTIBKOBOIO 000noHKo10, 14 Mr, Fisher Clinical Services GmbH, Himewyunna; 3amyuenHs
JI0JIaTKOBO1 BUpOOHMYOI AUTBHUIII BUPOOHUIITBA Ipenapary Juist npruckopeHoro BuseneHHs /1JI3, Ksectpan
(xonecTupamin) 4r, MOpOIIOK s TepopaibHoro 3actocyBanns, ALCURA HEALTH ESPANA, S.A.,
Icnanist; momoBxkeHHst TepMiny npuaatHocti J[JI3 EBoOpyTuHi6 (M2951) ta mmane6o no 24 Micsiis;
MOJIOBXKEHHSI TEPMiHY MPHAATHOCTI MIanedo MO0 AOCHIKYBAHOTO IKAPCHKOTO 3aco0y MOpPiBHSHHS
Aubagio® no 36 wicsauiB; 3pazok MapkyBanHs JIJI3 EBoOpytuHiO, TabneTku sl MEpOpaibHOTO
3acTocyBaHHs, Bepcis V1 Big 06 nuctonaaa 2018 poky, ykpaiHCHKOIO MOBOIO

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

Ne 1924 Bix 21.08.2020

Hazssa kmiaiyHOTO
BUIIPOOYBaHHS, KOJ,
Bepcis Ta Jara

«bararoneHTpoBe, paHIOMi30BaHe, MOABIIHE CIile, 3 MOABIHHOI IMITAIli€l0, KOHTPOJIHbOBAHE aKTUBHUM
npenapaTtoM, nociipkeHss 11 ¢gasu, mo npoBoauThCS B mapajienbHUX Irpynax 3 OLUIHKH €(eKTUBHOCTI Ta
0e31meyHoCTi eBOOpYTHHIOA Y MOPIBHAHHI 3 TEPUQIIYHOMIIOM B YYACHMKIB 13 PEHUAUBYIOUUM PO3CITHUM
ckaepozom», MS200527 0082, sepcist 3.0 Bix 19 tpaBus 2021 poky
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3asiBHUK, KpaiHa ITixnpuemcTso 3 100% inosemuom0 inBectHuico «AMK FOBIA PJIC Ykpaina»
Cnoncop, kpaiHa Merck Healthcare KGaA, Himeuunna

CynyTHi —

Mmarepianu/mpenapaTi

CYNyTHBOI Tepamii

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




JonaTok 39

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s

VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOIMPABOK)

16.04.2022 Ne 645
Inentudikarist cyrTeBoi 3MiHa Miclisl IPOBEICHHSI BUIIPOOYBAHHS:
MONIPaBKU byno Crano
I.M.H., ipod. CmisH C.1. I.M.H., ipod. CmisH C.1.
Komynanpne — HexomepmiiiHe — miampueMcTBO | KoMyHanmbHe — HEKOMepIiiiHE — HiANPHEMCTBO
«TepHominbchbka  yHIBepCHUTETChbKa  JiKapHs» | « [epHOmiIbCbka oOOJlacHA KIIIHIYHA JHIKApHS»
TepHOMIBCHKOT oOmacHoi panu, | Teprominbcbkol o0acHoi panmu,

MyJIbMOHOJIOTIYHE BiIiJIeHHs, TepHOMIIbChKU
HaIllOHAJBHUI MequuHui yHiBepcuTeT imeni .51
I'op6aueBcrkoro MiHicTepcTBa OXOPOHH 3/I0POB'S
Vkpainu, kadenpa BHyTpimHb01 MenauiuHu No2,
M. TepHOMiIb

MYJIbMOHOJIOTIYHE BiIiJICHHS, TepHOMIIbChKU
HAalliOHAJBHUI MeauuHui yHiBepcuTeT imeHi |.51.
I'op6aueBchkoro MiHicTepCTBa OXOPOHH 37I0POB'S
VYkpaiau, kadenpa BHYTpilIHbOT MeauuuHU No2,
M. TepHoOmiIb

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

Ne 2674 Bin 18.11.2020

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«[loxmBiitHe cmine, paHIOMI30BaHE, KOHTPOJIbOBAHE AKTHBHHUM IIperapaToM JOCHIUKeHHS (a3u 3 B
napaneiabHUX Tpynax Juid MOpIBHAHHS eQeKTHBHOCTI Ta Oe3neuHocti npenapatiB CT-P39 i Kcomap y
MAIIEHTIB 13 XPOHIYHOIO CIIOHTAHHOIO KPOIHB’SIHKOI0, Y SIKMX 30€piraloThCsi CUMITOMH, HE3BAXKAIOUN Ha
nikyBaHHs H1-anturicraminaumu npenapatamu», CT-P39 3.1, Bepcis 2.3 Bix 10 cepnus 2021 poky
[MTignpuemcTtBo 3 100% 1HO3EMHOIO iIHBECTHIIIEIO «AVK’TOBIA PJIC Ykpaina»

CELLTRION, Inc., Republic of Korea

3asBHUK, KpaiHa

Crnoncop, kpaiHa

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

APMAaleBTHYHOIO 320e3MeYeHH IBan 3AJ/IBOPHUX
P
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10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
16.04.2022 Ne 645

InenTudikarist cyrTeBOi
HONPaBKU

[TooB>KeHHS TPUBAJIOCTI KJIIHIYHOTO BUNPOOyBaHHs B YKpaiHi 10 13 mucronana 2026 poky

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 614 Bin 01.04.2021

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«Biakpure OaratoneHTpoBe NOCTiIKEeHHs (a3u 2, 10 MPOBOAUTHCS B OAHIM TPy, sl OLIIHIOBAaHHS
(dapMakoKiHETHKH, OE3MEYHOCTi, TMEPEHOCHMOCTI Ta AaHTUMIKOOAKTepiaJbHOI AaKTHBHOCTI Mpenapary
TMC207 y noeananHi i3 3acTocyBaHHsAM cynyTHix npenaparis (CII) nmpotu Ty0epKyab03y 13 MHOKUHHOIO
nikapcbkoto cridkicTio (Th-MJIC) npu nikyBanH1 aitei 1 miaaiTKiB BikoM Big 0 micsuiB g0 < 18 pokis 13
niaTBepKeHUM abo iiMoBipHUM JiereneBuM Th-MJIC», TMC207-C211, iHKOpriopoBaHH MOMPaBKOIO 7,
Bi1 02 6epe3ns 2020 poky

3asiBHUK, KpaiHa

IlianpuemcTso 3 100% iHosemuom0 iHBecTHIiEI0 «AMK’IOBIA PJIC Ykpaina»

CnoHncop, kpaiHa

Janssen-Cilag International NV, Belgium

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOIMPABOK)

16.04.2022 Neo 645
InenTudikaris cyrreBoi [adopmaris ansg mamieHTa MOA0 JOCTPOKOBOro mnpunuHeHHs pochimkenHs Ne CL3-05167-005 Bin
MOIPaBKU 18 mrororo 2022 (yKpaiHChKOIO Ta pOCIHCHKOK MOBaMH)
Howmep Ta nata Hakazy Ne 1246 Bin 26.05.2020
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS
HazBa kinigiyHOTO «PannomizoBaHe, mojABiHHE ciuine, MbKHApOHE, OaraToIeHTPOBE, TOCIIIKEHHS €(EKTUBHOCTI Ta OE3MeKn
BUIIPOOYBaHHS, KOJI, KoMOiHari1 (hiKCOBaHUX 703 aTopBacTaTuHy/mepuHIonpriry S05167 y TopocinX MaIieHTiB 3 apTepiaibHOI0
Bepcis Ta gaTa rinepreHs3iero 1 aucuimigeMiero, 8 THUXkHIB, ¢aza 3, B mapalelbHUX Ipynax, 3 aKTUBHUM KOHTPOJIEM,
CL3-05167-005, Bepcist 1.1 Bix 09 xBitHS 2020
3asBHUK, KpaiHa TOB «Kpomocdapma Ykpaina»
CnoHcop, Kpaina Les Laboratoires Servier / Institut de Recherches Internationales Servier (I.R.1.S.), ®panuis
CynyTtHi —
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamnii

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




Jlonatok 42

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
16.04.2022 Ne 645

InenTudikarist cyrTeBOi
HONPaBKU

OnoBneHuit mpoToko KiiHiyHOTO AocmikenHs MK-7339-012, 3 inkopriopoBaHoro nonpaBkoro 06 Bix
23 rpynusa 2021 poky aHruilicbkoro MoBo10; Ykpaina, MK-7339-012, Bepcis 2.02 Bix 21 ciuns 2022 p.,
YKpaiHCBKOIO MOBOIO, iH(oOpMamiss Ta TOKYMEHT Mpo iH(GOpMOBaHY 3romy JUlsl MAali€eHTa; YKpaiHa,
MK-7339-012, Bepcis 2.02 Bix 21 ciuns 2022 2021 p., pociiicbkor0 MOBOIO, iHGOpMaIlis Ta JOKYMEHT PO
iH(popMoOBaHy 3roay Ui manieHTa; Ykpaina, MK-7339-012, Indopmariiinuii JUCTOK 1 JOKYMEHT MpO
iH(opMoBaHy 3rojly Ha MailOyTHe OiomeanuHe nociimkenHs, Bepcist 02 Big 27 ciung 2022 p., yKpaiHCbKOIO
MoBor; Ykpaina, MK-7339-012, Indopmamiitauii JTHCTOK 1 JOKYMEHT Mpo iH(OpPMOBaHy 3roay Ha
MalOyTHE OioMeaudHe pociipkeHHs, Bepeist 02 Big 27 ciuns 2022 p., pociicbKOK MOBOIO

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

Ne 1468 Bin 26.06.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«Jdocnimxennsa Il ¢asu nmemOponizymadby (MK-3475) y xomOiHamii 3 CylmyTHbOIO XiMiOIPOMEHEBOIO
Tepamieo 3 TMOJAJbIIMM BBEJACHHSM MeMOpoizymady 3 oinamapuboMm abo 0e3 HhOro MOPIBHSIHO 3
CYNyTHBOIO XIMIOTIDOMEHEBOIO TEpami€ld 3 MOAAJBIINM BBEACHHSAM JAypBalymMaly B YYacCHUKIB 3
HeornepabeaTbHUM JIOKAJIbHO PO3MOBCIOKEHUM HeIpiOHOKIITUHHUM pakoM jereHiB Il cramii (HAPJI)»,
MK-7339-012, 3 inkopnopoBaHoo nonpaskoro 05 Bijg 09 yepsHs 2021 poky

3asiBHUK, KpaiHa

TosapucTBo 3 oOMexkeHoto BianoBiganbHIcTIO «MCJl Yipaina»

CrnoHcop, kpaiHa

«Mepk Hlapn Eng Hoym Kopm.», nouipae nignpuemctso «Mepk Exn Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynytHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
16.04.2022 Ne 645

Inentudikarist cyrTeBoi
MOTPaBKH

OHOBIEHUH TTPOTOKOJ KJIiHIYHOTO BUIpoOyBaHHa MK-3475-867, 3 iHKOpIIopoBaHO mornpaBkor 04 Bix
14 rpymus 2021, anrmilickkoro MOBOwO; YkpaiHa, MK-3475-867, Iudopmaris Ta AOKYMEHT TIpO
indopmoBany 3ronay s mamieHta Bepcis 3.00 Bim 28 ciuns 2022 p. yKpaiHCBKOIO MOBOMW; YKpaiHa,
MK-3475-867, Indopmariist Ta tokyMeHT mpo iHGopMoBaHy 3roay ais narmienta Bepceis 3.00 Bix 28 ciuns
2022 p. pociiChKOK MOBO; BKJIFOUEHHS JI0JJATKOBOTO MiCIlsl IIPOBEJICHHSI KJIIHIYHOTO BHUIIPOOYBaHHSI:

IHTEepBEHNIHHOI paaioJorii, M. Kuis

No I1.1.B. BiAIIOBITAILHOTO AOCIITHUKA
/1t HasBa micus nmpoBeieHHs! KJIIHIYHOTO BUITPOOYBaHHS
1. 3aB. BiI., K.M.H. Octanenko O. B.

HarmionanbHu#t 1HCTUTYT paky, BiJIUJIEHHS MaJOiHBa3WBHOI Ta EHJOCKOMIYHOI Xipyprii,

3MiHa Ha3BU MiCIlb IPOBEIEHHS KJIIHIYHOIO BUITPOOYBAaHHS !

byno

Craio

K.M.H. JlicoBcepka H.IO.

MeauuHuil LIEHTp TOBAapUCTBA 3 OOMEXEHOIO
BIIMOB1AAIBEHICTIO «Kommnanis «AI0HICY,
BIIIJIEHHS OHKOXIMiOTepartii Ta
remarojorii, c. KamitaniBka

k.M.H. JlicoBchka H.IO.

ToBapucTBO 3 OOMEXEHOIO BiJIMOBIIATBHICTIO
«Meanunuii 1eHTp iMeHi akaaemika HOpis
[TpoxonoBuya CrikeHKay, BIJIIJIEHHS
oHkoxiMmioTeparnii, KuiBcbka o6mnacts, Kueso-
CasiTomMHCHKUI paiioH, c. KaniTaniBka

3aB. BigniienasM Boiitko H.JI.
KuiBcpknii MICBKMNA KIIIHIYHAN OHKOJIOTIYHUI
LEHTp, BigAiieHHs XimioTepamii Ne2, m. Kuis

3aB. BignuieHasM Boiitko H.JI.

KomyHanpHe ~ HekoMeplliiiHE  HIANPUEMCTBO
«KHIBCHKMHA MICHKMI KIIHIYHMH OHKOJIOTIYHHI
LEHTP» BUKOHaBUOro opraHy KuiBcbkoi MiChKOi
panu (KuiBcbkoi MICBKOT JepKaBHOL
aJMiHICTpaIlii), XiMIOTepareBTHYHE BIILICHHS
Ne 2. m. KuiB
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Howmep ta narta Hakazy Ne 1896 Bin 27.08.2019

MO3 10710 3aTBEPIXKEHHS

KIIIHIYHOTO BUIIPOOYBaHHS

HazsBa kiigiyHOTO «PangomizoBane, mIaneb0-KOHTPOJbOBaHe KiiHIuHE mociimkeHHs III ¢asum 3 ominkm Oe3meku Ta

BUNIPOOYBaHHSA, KO/, eeKTHBHOCTI cTepeorakcuunoi paniorepamii (SBRT) y noeananni 3 [lemOponizymabom (MK-3475) a6o

BepcCis Ta gaTa 0e3 HbOTO y MaIli€HTIB 3 HeonepabenbHUM HenpiOHOKTITHHHUM pakoMm JereHiB (HAKPJI) craxii I a6o II
(KEYNOTE-867)», MK-3475-867, 3 inkoprnopoBanoto norpaskoro 03 Bix 24 cepras 2021 poky

3asiBHUK, KpaiHa ToBapucTBO 3 0OMexeHo0 BianoBigansHicTIO «MCJ] Ykpaina»

CnoHcop, kpaiHa «Mepxk aprn Ean loym Kopr.», nouipue minnpuemcto «Mepk Ena Ko., [ak.», CILIA

CynytHi —

Marepianu/mpenapaTu

CYNyTHBOI Tepamnii

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




Honartok 44

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
16.04.2022 Ne 645

Inentudikaris cyrreBoi
MIOTIPaBKH

OnHoBIeHUN TPOTOKON KiiHIYHOTO AocmikeHHs MK-3475-826 3 inkoprnopoBaHoto mnonpaBkoto 07 Bin
05 ciuns 2022 poky, aHIIIIHCHKOIO MOBOK; YKpaiHa, MK-3475-826, Indopmaris Ta DOKyMEHT mpO
iHdopmoBany 3rofy Juis mamienta, Bepcis 3.00 Bix 04 mrotoro 2022 p., yKpaiHChKOI MOBOW; YKpaiHa,
MK-3475-826, [ndopmariist Ta TOKyMEHT Ipo iHPOpMOBaHY 3rofy A namieHta, Bepcis 3.00 Bix 31 ciuns
2022 p., poCiiiCbKOI MOBOIO

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 2313 Big 12.12.2018

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«PannomizoBaHe, moJBiiiHe ciine, Miane6o-KoHTpoiaboBaHe JociikeHHs Il ¢asu nopiBHAHHS
neMOponizymady (MK-3475) 3 ximioTepari€ero Ta XIMIOTEpaIti€ero 3 mianedo i Teparii mepiioi JiHii mpu
MEPCUCTYIOUOMY, pelnuAuBHOMY abo MeractaTuuHoMy paky mmwmiiku Matku (KEYNOTE-826)»,
MK-3475-826, 3 inkopnopoBanoro nonpaskoro 06 Big 29 gepsHs 2021 poky

3asiBHUK, KpaiHa

TosapucTBo 3 oOMexkeHoto BianoBiganbHIicTIO «MCJl Ykpaina»

Cnoncop, kpaiHa

«Mepk Hlapn Eng Hoym Kopm.», nouipae ninnpuemcrso «Mepk Ena Ko., Tnk.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO0 3a0e3neYeHHS

IBan 3A/IBOPHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
16.04.2022 Ne 645

Inentudikaris cyrreBoi
MIOTIPaBKH

OnHoBieHU MPOTOKOI KIiHIYHOTO BUnpoOyBanHsa MK-3475-859 3 inkopnopoBaHoto mompaskoro 05 Bin
30 mucromana 2021 poky, aHTITIHCEKOI0 MOBOIO; [H(OpMartist Ta TOKyMEHT Mpo iHPOPMOBaHY 3rojy s
namienTa, Ykpaina, MK-3475-859, sepcis 12 Big 27 ciuns 2022 poky, ykpaiHcbkoro MoBOM0; IHopmariis
Ta JOKYMEHT Tpo iH(OpMOBaHYy 3rofy Ul maimienTta, Ykpaina, MK-3475-859, Bepcis 12 Big 27 ciuns
2022 poky, pociiicbKOI0 MOBOIO; 3MiHa KUIBKOCTI JOCHIPKyBaHUX B YKpaiHi 10 123 oci6; 3miHa Ha3BU
MICIIsl MPOBEJACHHS KIIHIYHOTO BUIPOOYBaHHS !

byno

Crano

I.M.H., pod. bongapenko .M.

Komynanenuit  3aknan  «J/lHimponeTpoBchKa
Micbka OaratonpodiiibHa KIiHIYHA JKapHS Ned»
JIHIIponeTpoBChKO1 001acHOT paany, BiUIIICHHS
xiMioTeparii, HepxaBHuit 3aKJaj
«/lHimpomnerpoBchbka MeINYHa akajemis
MiHicTepcTBa OXOpPOHU 370pOB’S  YKpaiHu»,
kadenpa OHKOJOTIi Ta MEIUYHOI pPaJioJIorii,
M. JIHinpo

I.M.H., ipo¢. bornaperko [.M.

KomyHaneHe  HekoMepuiiiHe  HIANPHEMCTBO
«Micbka kiiHI4Ha JikapHs Ne4y JIHIIPOBCHKOI
MICBKOI paju, XiMiOTepaneBTUYHE BiIAUICHHS 3
JIEHHUM cTalioHapoM, JIHIMPOBCHKUH ep KaBHUM
MEIWYHUNA YHIBEPCHUTET, KadelIpa OHKOJOIIl Ta
MEeIUYHOI pajioorii, M. J{Himpo

Howmep Ta nara Hakasy
MO3 mono 3aTBEpIKEHHS
KJIIHIYHOT'O BUNTPOOYBaHHS

Ne 9 Bin 02.01.2019

Hazssa kmiaiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta gara

«PannmomizoBaHe, MoABiMHE ciine KIiHIYHE JociipkeHHs ¢azu 3 nemOpomizymady (MK-3475) y
KOMOIHaII1 3 XiMioTepani€o y NOPIBHAHHI 3 TuIanedo y KoMOiHalii 3 XiMioTepami€lo B SIKOCTI JTIKyBaHHS
nepuioi yiHii y mnamieHtiB 3 HER2-neratuBHOMO, momepenHbO HENIKOBAaHOIO, HeonepadenbHOor abo
METaCTaTUYHOIO aJCHOKAPIIMHOMOO NUTYHKY a0o ractpoe3odareanbHoro 3’ennanas (KEYNOTE-859)»,
MK-3475-859, 3 inkopnopoanoo nonpaskoro 04 Big 07 yepsHs 2021 poky
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3asiBHUK, KpaiHa

ToBapucTBO 3 06MexkeHo0 BianoBiganbHicTI0O «MCJ] Ykpaina»

Cnoncop, kpaiHa

«Mepk Hlapn Eng Hoym Kopm.», nouipue mignpuemctso «Mepk Enn Ko., Ink.», CIHA (Merck Sharp &

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

CymytHi
MaTepianu/mpenaparu
CYNYTHBOI Teparii

B.o. renepasibHoro qupexkropa Jupekropary

(dpapmaneBTHYHOrO0 3a0e3Me4YeHHs

Isan 3AZIBOPHUX



Jonatok 46

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
16.04.2022 Ne 645

Inentudikaris cyrreBoi
MIOTIPaBKH

Onosnenuii npotokon D699BCO0001, Bumanus 6 Big 17 rpynus 2021 poky; OHOBIEHHI MPOTOKOI
D699BC00001, Bumamas S5 Big 18 ciuas 2018 poky; bpomypa nmocmigauka AHACTPO30ITy
(APUMIAEKC™), punanns 18 Bix 02 muctomana 2021 poky, aHTIiHCEKOK MOBOO

Howmep Ta nara Hakasy
MOQO3 11010 3aTBEPI>KEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PangomizoBaHe, mojBiiiHE coine, Oararo-nieHTpoBe gociipkeHHs Il ¢asu, ske npoBOaUTHCS B
napajesbHUX Ipynax, 3 METOI MOPIBHSAHHS €(pEeKTHMBHOCTI Ta MEPEHOCUMOCTI mpenapariB OynBecTpaHT
(PA3JIOJEKC™) 500mr i Anactpo3on (APMMIJIEKC™) 1Mr y siKocTi FOpMOHaJIbHOI Tepamii npu
MICIIEBO TOIIMPEHOMY a00 METacCTaTHYHOMY paKy TPYIHOI 3aJ03H 3 TMO3WTHBHHUMH TOPMOHAIBHUMHU
pelLenTopaMHy y )iHOK y IOCTMEHOMAY31, K1 HONepeHbO He OTPUMYBAJIH Oy/1b-IKOi TOPMOHAIBHOT Tepamii
(PAJIKOH [FALCON] » , D699BC00001, Bunanns 4 Bix 01 rpyans 2017 poky

3asBHUK, KpaiHa

[TigmpuemcTtBo 3 100% 1HO3EMHOIO iIHBECTHIIIEIO «AVK'TIOBIA PJC Ykpaina»

CnoHncop, kpaiHa

“Actpa3eneka Ab” (AstraZeneca AB), llIBewis

CynytHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. renepanbHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




Honartok 47

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta

3aTBEPUKEHHS CYTTEBUX IOIPABOK»
16.04.2022 Ne 645

Inentudikaris cyrreBoi
MIOTIPaBKH

OnoBnenuil mpotokon kiiHiYHOro BumnpoOyBanHa KRT-232-114: ITonpaska 1, 06 xoBTHa 2021 poky,
aHTJIICEKOI0 MOBOIO; OHOBIEHHMH TPOTOKON KiiHiuHOrO BunpoOyBanHs KRT-232-114: Ilompaska 2,
23 rpyanst 2021 poky, aHTTIHCHKOI0 MOBOIO; 30UIBIIEHHS KIIBKOCTI JOCHITKyBaHUX B YKpaini 3 10 mo
12 oci6; 3ampoBamkenHs Ha3Bu «Hapremamnin (Navtemadlin)» y sKoCTi «3aTBep/pKEHOI MiIXHAPOIHOT
HEMaTeHTOBAaHOI HAa3BW» Ta y SKOCTI «IHILIOI OMUCOBOI HAa3BU» I JOCTIAKYBAHOTO JIIKApCHKOTO 3ac00y
KRT-232 (3a3nauenoro y mouarkoBiid 3asBi mig HomepoM PR1, PR2); 3ampoBamkeHHS H0AaTKOBOTO
JIochipKyBaHoro  Jikapcekoro  3acoby  (PR4):  TL-895; Tabnmerku; 100 wmr; BUpPOOHUKHU
Catalent Micron Technologies, Inc., CIIA (agpeca Bupoouudoi ainsuku: 333 Phoenixville Pike Malvern,
PA 19355, CIIA); CATALENT Pharma Solutions, CIIIA (agpeca BHPOOHMYOI TUISHKU:
10245 Hickman Mills Drive, Kansas City, 64137, PO Box 9724, MO 64134-9724, CIII1A); Fisher Clinical
Services GmbH, Himeuuuna (ampeca Bupobuuuoi minsaku: Im Worth 3, 7, 21, Weil am Rhein, 79576,
Himeuunna); Fisher Clinical Services, Himeuunna (anpeca Bupo6uuyoi ninssHku: Marie Curie Str. 16 79618
Rheinfelden, Himeuunna); 3anpoBa/pkeHHS JOJaTKOBOTO JAOCIHIPKYBAaHOTO Jikapchkoro 3aco0y (PRS):
TL-895; tabnerku; 300 mr; BupoOHuku Catalent Micron Technologies, Inc., CIIIA (agpeca BupoOHUYOT
ninsakr: 333 Phoenixville Pike Malvern, PA 19355, CIIIA); CATALENT Pharma Solutions, CIIIA
(anpeca Bupoormnuoi minsHkU: 10245 Hickman Mills Drive, Kansas City, 64137, PO Box 9724, MO 64134-
9724, CIIA); Fisher Clinical Services GmbH, Himeuunna (anpeca BupoOHuuoi nuisaku: Im Worth 3, 7,
21, Weil am Rhein, 79576, Himeuunna); Fisher Clinical Services, HimeuunHa (agpeca BUpoOOHUYOT TITSTHKY:
Marie Curie Str. 16 79618 Rheinfelden, Himeuunna); 3pa3ok MapKyBaHHS JOCII)KYBAHOTO JIIKAPCHKOTO
3aco0y TL-895 (kapronHa ymakoBka), Bix 13 ciung 2022, nns Ykpainu ykpaiHCbKolo MoBO0; Bporrypa
nociimpkyBaHoro Jikapeskoro 3aco0y KRT-232, sepcis 10.0 Bix 28 sxoBTHs 2021, aHIMMCHKOI0 MOBOIO;
Jocbe mocmimxyBanoro Jikapcbkoro 3acody KRT-232, sepcis 8.0 Bix 22 nuctonanga 2021, aHTTiHCHKOIO
MOBOI0; [H(opmaniiHui THUCTOK A7 maiieHTa Ta ¢popma iHbopmoBaHoi 3roau: «Kaproc Tepam'totikc,
Iak.» KRT-232-114 Ocnona @13, maiictep-Bepcisi Bepcist 5.0, 28 rpynus 2021 poky YKP_ Bepcis 3.0
30 rpyans 2021 poky, yKpaiHChKOIO, POCIMCHKOIO, aHTIIIMCHKOI0 MOBaMHU; 3HIMKH €KpPaHiB €JIEKTPOHHOTO
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moaeHHuky (PankoBuii moaeHHUK mnpuiiomy npenapaty TL-895), Bepcis 3niMkiB exkpany 2.00 Bix 30
rpyaas 2021, ykpaiHCBKOI, pPOCIMCHKOIO, aHTJIWCHKOIO MOBaMH; 3HIMKH €KpaHIB €JIEKTPOHHOTO
moaeHHuKy (Beuipniii moaennuk npuitomy npenapary TL-895), Bepcis 3niMkiB expany 2.00 Big 30 rpyass
2021, ykpaiHChKOIO, POCIMCHKOIO, aHTIIIMCHKOIO MOBAMH

Howmep Ta nara Haka3sy
MO3 1010 3aTBEPIXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1012 Big 24.05.2021

Ha3zsa xiriniunoro
BUNIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«Biakpure, 6araToueHTpoBe AOCTIKEHHS 2 a3y ISl OLIHKKA Oe3MeYHOCT] Ta e(heKTUBHOCTI Mpenapary
KRT-232 a6o TL-895 y mauieHTiB 3 MienodiOpo3om, sKi paHilie He OTPUMYBAJIH JIIKYBaHHS 1HTiOITOpaMu
anyc-kiHa3» , KRT-232-114, Bepcis Bin 17 nunusg 2020 poky

3asBHUK, KpaiHa

ToBapuCTBO 3 0OMEKEHOIO BiAMOBIAIbHICTIO «MEI[HEPIC VKPAIHA»

CnoHcop, kpaiHa

«Kaproc Tepan'totike, [nk.» [Kartos Therapeutics, Inc], CILIA

CymyTHi
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamnii

B.o. renepasnibHoro qupexkropa Jlupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JlonaTok 48

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
16.04.2022 Ne 645

InenTudikarist cyrTeBOi
HONPaBKU

[TooBKeHHS TEpMiHY MPUAATHOCTI TOCIIIKYBAHOTO JIiKapchkoro 3aco0y [lepammanen, TabieTku, BKPUTI
IUTIBKOBOIO 000JIOHKOI, TI0 8 Mr 3 12-tu no 18-t micsmiB; 3MiHa MapKyBaHHS JOCHIIKYBaHOTO
Jikapcebkoro 3aco0y [lepammanern, TabiaeTkH, BKPUTI IUTIBKOBOIO 000JIOHKOIO, TIO § MT (IIepBUHHA YITAaKOBKA)
— Bixg 30.12.2021 p.; 3mina MapKyBaHHS JOCIIIKYBaHOTO JIKapchbKoro 3aco0y Ilepammnanen, TabneTkw,
BKPHTI IUTIBKOBOIO 000JIOHKOIO, 110 8 MT (BTOpHHHA ymakoBka) — Big 30.12.2021 p.

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

Ne 540 Bin 29.03.2022

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«KiiH1YHe JoChiPKeHH 3 OLIHKHM 010€KBIBaJIEHTHOCTI JIIKapchbKuX 3aco0iB [lepamnanen, TabieTku, BKPUTI
IUTIBKOBOIO 000J10HKO10, 10 8 Mr (AT «KuiBMeanpenapar», Ykpaina) ta ®aiikomna®, TabaeTKH, BKPUTI
IUTIBKOBOIO 000J10HKOM0, 0 8 Mr («Eisai Manufacturing Limited», BenukoOpuranis) 3a yuacTi 3410pOBUX
no6posonbiiBy, PER8-ART, 1.1 Bix 12.01.2022 p.

3asBHUK, KpaiHa

TOB «APTEPIYM JIT1», Ykpaina

CnoHncop, kpaiHa

AT «KuiBmeanpemapaty», Ykpaina

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro qupexkropa Jupexropary

(apmaneBTHYHOrO0 3a0e3neYeHHS

IBan 3A/IBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOIMPABOK)

16.04.2022 Ne 645
InenTudikarist cyrTeBOi BKJTIOYEHHS JOAATKOBOTO MICIsl MPOBEACHHS KIIIHIYHOTO BUTPOOYBaHHS !
MTOTIPABKH No I1.1.B. BiAIIOBIAILHOTO AOCIITHUKA
n/n Ha3Ba micus mpoBeeHHs KITiHIYHOTO BUIPOOYBaHHS

1. n.M.H., pod. Ctycs B.IL.

Komynanbshe HiITPUEMCTBO «/luinponieTpoBchbka ~ oOJlacHa  KIIHIYHA  JTIKapHS
im. LI. MeunukoBa» JIHinpomeTpoBchkoi o00NMacHOi paam», BigaineHHS ypoiorii Nel,
JIHITPOBCHKHMIA JIepKaBHUH METUYHUI YHIBEpCHUTET, Kadeapa ypoJorii, M. JIHInpo

3MiHa HaliMEHYBaHHS MiCIIsI TPOBEACHHS KIIHIYHOTO BUIPOOYBAHHS !

byno Craio

nikap Jlecusk O.M. nikap Jlecusk O.M.

KomynaneHe  HekoMepiiiiHe — mignpuemcTtBo | KomyHanibHe — HekoMepuiliHE — MIJIPUEMCTBO
«KniHiuHa nikapHs MIBUAKOI MEAMYHOT TOTOMOTH | «JIpBIBChKE TepUTOpiaibHE MEAUYHE 00’ € THAHHS
M. JIbBOBa», yposoriuse BiJuIeHHs, M. JIbBIB «bararonpodinbHa KJIIHIYHA JIKapHs
IHTEHCUBHUX METO/IIB JIIKyBaHHS Ta IIBHJIKOI
MEIUYHOI JOTTOMOTHY, BIIOKPEMIICHUH ITiIPO3LT
«Jlikapust Cesroro IlanrteneiiMmoHay, ypoJsoriuae
Biaainends, M. JIbBiB

Howmep Ta nata Hakazy No 1012 Bix 24.05.2021
MO3 110110 3aTBEpIKEHHS
KJIIIHIYHOT'O BUITPOOYBaHHS
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Ha3ga kiiniunOTrO «baraTtonieHTpoBe paHIOMi30BaHE BIAKPUTE KITiHIYHE TOCHiKeHHS 2/3 (a3u 3 ouiHKM e(eKTHBHOCTI Ta

BUIPOOYBaHHS, KO/, oe3nekn (hikcoBaHOT KOMOIHAIIT KeTOposaky/miTogeHOoHY/(PeHITIBEpHHII0 B TIOPIBHSIHHI 3 aKTUBHUM

Bepcis Ta Jara KOHTPOJIEM Y MAIlI€HTIB 13 OOJIBOBUM CHHIPOMOM IIICHA XIpYpridHOTO BTPY4YaHHsS Ha OpraHax 4epeBHOI
MOpOoXXHUHU Ta Masioro tazy», KPFO7-T, Bepcist 4.0 Bin 26 nmuctonana 2021

3asBHUK, KpaiHa [IpAT «DapmaneBtuuna dipma «lapuuis», Ykpaina

Cnoncop, kpaina [IpAT «Dapmaneptuuna dipma «lapauisn», Ykpaina

CymytHi —

MaTepianu/mpenaparu

CYIYTHBOI Teparii

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




HonaTtok 50

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPKEHHS CYTTEBUX IOIPABOKY
16.04.2022 Ne 645

HasBa kiHI4HOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jara

«bararonieHTpoBe, paHa0OMi30BaHe, MOJBiiHE ciline, IAaned0-KOHTPOIbOBAHE NOCTKEHHS (da3su 2 i
oliHku OesneyHocTi i edekruBHOCTi mpenapary TLLOI8 B sikocTi iHAyKIIHOI Teparii y HaIi€eHTiB 3
BHPA3KOBHM KOJIITOM CEPEIHBOTO 1 BAXKOTO CTYIEHS TSHKKOCTI», Koa nociimkenns TLLO18-202, Bepcis
2.1 Bix 03 BepecHs 2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, kpaiHa

«TieJleJl ®apmacerorikain, eJleJICi» /TLL Pharmaceutical, LLC, United States

[Tepenik mocmimKyBaHUX
JiKapChKUX 3ac00iB
Jikapchka Gopma,
JI03YBaHHSI, BUPOOHHK,
KpaiHa

TLLO18 (TLLO18); Tabnerka; 10 mr (mimirpam); NADC - North American Distribution Center, Parexel
International, CIIIA; EUDC — European Distribution Center, Parexel International GmbH, Himeuunna;
Shanghai STA Pharmaceutical Product Co., Ltd., Kuraii;
[Tnmane6o mo TLLO18, Tadbnetka; NADC - North American Distribution Center, Parexel International, CIIIA;
EUDC -  FEuropean Distribution  Center, Parexel International = GmbH, Himeuunna,
Shanghai STA Pharmaceutical Product Co., Ltd., Kuraii

Bianosiganbamii (1)
JIOCJTITHUK (M) Ta MicIie
(s1) mpoBeeHHS
BUNIPOOYBaHHA B YKpaiHi

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

KomyHnanbHe HexoMepuiiiHe mianpueMcTBo «Micbka kiiHIYHa JikapHsa Ne2 imeni npod. O.O. animoBa»
XapKiBChKOI MICHKOI pajid, IPOKTOJIOTIUHE BIJIIEHHS, M. XapKiB

2) n.m.H. I'ocriomapepkwuii 151

Komynanene HekomepiiiiHe mignpueMcTBo «TepHomiibcbka oOjacHa KIHIYHA JIKapHsS» TepHOMIbChKOT
obnacHOi paau, oOJacHUM LEHTP TacTPOEHTEPOJIOTii 3 TenaToJOri€l0, racTpOEHTEPOJIOTriuHe BiJJIIJICHHS,
M. TepHomisb

3) k.mM.H. Omiiiank O.1.

KomyHnaneHe HekomepliiiHEe MiAIPUEMCTBO
racTPOCHTEPOJIOTIUHE BIITIIEHHS, M. 3aOPIKKS

«Micbka JikapHa Ne6» 3amopi3pkoi MICBKOT paju,

[IpenapaTtu mopiBHSAHHS,
BUPOOHHUK Ta KpaiHa




2 IIPOJOBXKEHHA JojaaTka 50

CymytHi —
MaTepianu/mpenaparu
CYIYTHBOI Teparmii

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




