Honatok 1

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK 710 MTPOTOKOJIIB KITHIYHUX

BUIIPOOYBaHb»
9.12.2021 Ne 2743

InenTudikamis cyrreBoi
HOTIPaBKU

OnoBrnenuit (hiHaNbHUN TPOTOKOJ 3 IHKOPIIOPOBaHOIO NompaBkoto 11 Bix 26 Tpasus 2021 poky; 3aranbpHa
OIliHKA CHIBBIIHOIIEHHS PU3UK/KOPUCTD, Bepcito 3aTBepkeHo 30 cepmas 2021p.; A3921145 Indopmartis
1t 6aTbKiB Ta popma iHGOPMOBAHOT 3rOH s YYacTi y KIIHIYHOMY BHIIPOOYBaHHI, HA OCHOBI Bepcii Ha
piBHI nocmimpkenHs Bifg 23 cepmua 2021 p., Bepcis ansa Ykpainu 9.1.0 Big 03 Bepecus 2021p.,
YKpaiHCBKOIO Ta pociiicbkoro mMoBamu; A3921145 Tndopmanis s mamieHta ta Gopma iHHopMOBaHOT
3roAu IS y4acTi y KJIIHIYHOMY BUIpPOOYBaHHI, Ha OCHOBI Bepcii Ha piBHI AOCHIKEHHS Bix 23 ceprHs
2021 p., Bepcis msa Ykpaiam 9.1.0 Bim 03 BepecHs 2021p., ykpaiHCBbKOIO Ta pociiicbkoro; A3921145
[ndopmartis s nmamienta ta ¢popma iHGOPMOBAHOI 3roiM HEMOBHOMITHBOTO JJISl Y4acTi y KIIHIYHOMY
BurnpoOyBanHi (14-17 pokiB), Ha OCHOBI Bepcii Ha piBHI nociimkeHHs Big 23 cepras 2021 p., Bepcis s
VYkpainu 9.1.0 Big 03 BepecHs 2021p., ykpaiHcbkol0 Ta pociiicbkoro MoBaMu; A3921145 Tndopmaist ans
narfienra ta ¢popma iHpOpPMOBaHOI 3o AUTUHH JJIS y4acTi y KiiHiYHOMY BunpoOyBanHi (11-13 pokis),
Ha OCHOBI Bepcii Ha piBHI AocnimkeHHs Big 23 cepnust 2021 p., Bepcis s Ykpaiau 7.1.0 Bin 03 BepecHs
2021p., yKpaiHCHKOIO Ta pOCINCHKOI; 3MiHA HA3BH MICIISl TPOBEICHHS KITHIYHOTO BUMIPOOYBaHHS

byno

Craio

nikap bapaneii T.B.

Komynanenuit  3aknang  «J/{HimponeTpoBChbKHiA
CTeIIaI30BaHUN KIHIYHUN MEIUYHUNA TEHTP
martepi Ta AUTUHU M. npod. M.D.Pynnesa»
JHinponeTpoBcbkoi 00JlacHOI paau, KIIHIKO-
JIarHOCTUYHE BiJAineHHs, M. JIHIIpo

nikap bapaneit T.B.

KomyHanbHe  HeKoMmepuiliHE  MiANPUEMCTBO
«Micpka OaraTonpodinbHa KIIIHIYHA JIIKapHS
Mmarepi Ta JIUTHHM iM. 1mpod. M.D.Pynnear
JIHIIPOBCHKOI MICBKOI pajau, KOHCYJIbTaTUBHO-
MIaTHOCTUYHE BIIIIECHHS I OITEH 3 JIKKAMU
JIEHHOTO cTarioHapy, M. /[xinpo

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

Ne 248 81 09.03.2017




2 MPOJOBXKEHHS H0aTKa |

Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«JloBrorpusase, BiIKpUTE AOCHIHKEHHS 3 TIEPIOIOM TOJAIBIIOTO CIOCTEPEKEHHS, IKE TIPOBOAUTHCS IS
BUBYCHHS TMpenapary To(hamuTHHIO TpU JIKyBaHHI IOBEHUIBHOTO igionmatuyHoro aptputy (FOIA)»,
A3921145, ¢pinanpHul TPOTOKOI 3 iHKOpHOopoBaHoto nonpaBkoro 10 Bixg 04 tpaBHs 2020 poky

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CnoHcop, kpaina

[¢aiizep Iuk [Pfizer Inc], CILIA

CynytHi
MaTepianu/mpenapari
CYNYTHBOI Teparii

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




JonaTtok 2

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

9.12.2021 Ne 2743

InenTudikamis cyrreBoi
HOTIPaBKU

OHOBJIEHUH MPOTOKOJ KJIiHIYHOTO BUMPoOyBaHHs 3 nonpaskoro 4 Big 01 mumusa 2021 poky aHTTiHCEKOI0
MOBOI0; bporrypa jgocnigHuKa J0CTipKyBaHOTo Jiikapcebkoro 3aco0y Pemyromike (TAK-385, T-1331285,
RVT-601, MVT-601), Bepcis 13.0 Big 18 rpymus 2020 poky aHIIiiicbKO0 MOBOIO; [HopmamiitHuit
JUCTOK maiieHTa Ta gopma iHpopmoBanoi 3roau, Bepcist 7.0 Big 02 cepmust 2021 poky yKpaiHCBKOIO Ta
pociiicekoro MoBamH; Jlocke mocmimKyBaHOTO Jlikapchkoro 3aco0y Pemyromikce, Bepcis 04.1 Bing BepecHs
2021 poky aHITICHKOI MOBOIO; 3aiydeHHsI JoJaTKoBOi BUpoOHHMuoi AingHku Millmount Healthcare
Limited, Ipmangis mnst mociimkyBaHux Jikapchkux 3aco0iB: Pemyromike (Relugolix) (TAK-385, RVT-
601, MVT-601; Penyromnikc (Relugolix)), Tabnerku 40 mr; Activelle (Activella) ((1,0 mr ectpaniony/0,5
MI' HOPETUHAPOHY (HOpeTucTepoHy) ameraty) (1,0 mr ecrpamiony/0,5 Mr HOPETHUCTEPOHY aleTary))
(Ectpaniony remirigpary/Hopetunapony (Hopetuctepony) auerat), kamncymu 1,0/0,5 mr; Kliovance
((1,0 Mr ectpamiony/0,5 Mr HopeTHHAPOHY (HOpermcTepoHy) ameraty) (1,0 mr ecrpamiony/0,5 wmr
HopeTHucTepoHy anerary)) (Ecrpaniony remirinpary/HopeTunapoHy (HOpPETHCTEpPOHY) aleTar), Karcyiu
1,0/0,5 mr; Homanns xony «T-1331285» no omucy JIOCHIKYBaHOTO JiKapchkoro 3acoOy: Pemyromikc
(Relugolix) (TAK-385, RVT-601, MVT-601; Penyromikc (Relugolix)), Tabaerku 40 mr

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

Ne 1070 Bix 14.05.2019

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta naTa

«TOJOBXEHE JOCJIIXKEHHS SPIRIT: Mixunapoane, BiAKpuUTe, MOAOBKEHE NOCTiKeHHs a3y 3 3
OJIHIEI0 TPYIMOK JJIsi OI[IHKM O€3MeYHOCTI Ta €(PEKTUBHOCTI 3aCTOCYBAHHS PEIYroOJIKCYy pa3oM 13
HU3BKUMH JI03aMH €CTPaJioJly Ta HOPETHHIPOHY aleTary y »JKIHOK 13 0ojeM, IOB’S3aHUM 3
€HJIOMETPi030MY, MVT-601-3103, 3 monpaBkoro 3.1 Bix 25 ceprust 2020 poky

3asBHUK, KpaiHa

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

CnoHcop, kpaiHa

Myovant Sciences GmbH, IlIBeiinapis




2 MPOJOBXKEHHS 10/1aTKa 2

CynytHi —
MaTtepiaiu/mpenaparu
CyIyTHBOI Tepamii

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




Jonatok 3

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK IO TPOTOKOJIIB KITHIYHUX

BUIIPOOYBaHb»
9.12.2021 Ne 2743

Inentudikaris CyrTeBoi
MOTIPaBKH

bpomypa nocnigauka CNTO1959 (guselkumab), Bumanns 12 Bix 30.08.2021 p.; OHoBnenuii po3zaia 3.2.S
noceke JIJI3 rycempkymab (CNTO1959), cepmens 2021 p.; OnoBnenwit po3min 3.2.P gocee [IJI3
rycenbkymad (CNTO1959), nonepenuro 3anoBHenui mmputy, 100 mr/mi, cepnens 2021 p.

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1773 Bix 20.08.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«baratoueHTpoBe, paHAOMI30BaHe, IMOJBIMHE Ciine, IUIanedo0 KOHTPOIbOBAHE KIIIHIYHE JOCIIIKCHHS
4 ¢a3m s omiHKK e(peKTUBHOCTI Ta OE3MEYHOCTI MPU3HAYECHOTO MiIMIKIPHO TyCceIbKyMaly y Mali€HTIB 3

aKTUBHMM AaKClaJbHUM IICOPIaTUYHUM apTPUTOM, SIKI HIKOJIM HE OTPUMYBAJIM OIOJIOTIYHY Tepamiion,
CNTO1959PSA4002, Bix 14.04.2021 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAIEBTUKA HB», benbris

Crnoncop, kpaina

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

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




Honatox 4

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

9.12.2021 Ne 2743

InenTudikamis cyrreBoi
HOTIPaBKU

3any4eHHS JO0JAaTKOBOTO (JIbTEPHATUBHOIO) JIOCIIIKYBAHOTO JIKAapChKOTO 3aco0y BIHKPUCTUHY
cynbdary (Cellcristin) po3uwH mis iv’ekmiid, 1 mr/mi, 1 ¢makon 2 mu (2 mr); Thymoorgan Pharmazie
GmbH, Himewunna; 3pa3ok MapKyBaHHS JIOCIIKYBaHOTO JIIKAPCHKOTO 3ac00y BIHKPUCTHHY Cyib(dary,
po3umH it iH’ekuii, 1 mr/mm, 1 ¢uakon 2 mu (2 mr), Bepcig Bix 08 xobtHs 2021 poky; Cxema a0
iHopmoBanoi 3romu marieHTa, Bepcis 1.0 mns Ykpainm Bim 30 Oepesns 2021 poky yKpaiHCHKOIO Ta
pociiicbkoro MoBamu; bpomrypa ans marienrta, Bepcis 1.0 Bix 30 6epesns 2021 poky yKpaiHCBKOIO Ta
pociiicekoro MoBamu; JlucriBka mis mamieHTa, Bepeis 1.0 Big 30 Gepesnst 2021 poky yKpaiHCBKOIO Ta
pociiicbkoro MoBamu; JIuct no nikaps 3aranpHoi mpakTuku, Bepcis 1.0 Big 20 TtpaBHa 2021 poky
YKpaiHCBKOIO Ta pociiicbkoro MoBamu; lllomeHHnk mpuitomy npeanizony, ¢inampHa Bepcis 2.0 Bimg 07
munHs 2021 poky, nepekiaieHo YKpaiHChbKOIO Ta pociiichkoro MoBaMu aiisi Ykpainu Big 03 ceprus 2021
poky; 3MiHa HaliMeHyBaHHs 3asBHHKa B Ykpaini 3 TOB « KOBAHC KJIIHIKAJI JEBEJIOIIMEHT
YKPAIHA» na TOB « JIABKOPIT KJIIHIKAJI JEBEJIOIIMEHT YKPAIHA»

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

Ne 2674 Bix 18.11.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannmomizoBaHe, mojBiiiHEe ciine, Miane00-KOHTpolboBaHe ¢a3zu 3 AOCHIKEHHS akanaOpyTuHiOy y
KOMOIHaIii 3 puUTykcuMabom, IukiIodochaMiioMm, JOKCOPYOILIMHOM, BIHKPHUCTHHOM Ta MNPEIHI3Z0HOM
(Rituximab, Cyclophosphamide, Doxorubicin, Vincristine, and Prednisone — R-CHOP) y mnariienTiB
BIKOM <65 pOKiB 13 paHillle HEeIIKOBaHOIO NH(y3HOIO B-BETMKOKIITHHHOIO JTiM(OMOI0, 0 BUHUKIA 3
KIIITUH HerepMiHanbHOTO eHTpy», ACE-LY-312 (D8227C00001), Bepcis 2.0 Big 01 numus 2020 poky

3asBHHUK, KpaiHa

ToBapucTBO 3 06MeskeHO0 BifnoinanpHicTIO «JIABKOPIT KJITHIKAJI JEBEJIOIIMEHT YKPATHA»

CnoHcop, kpaiHa

Acerta Pharma B.V., (A Member of the AstraZeneca Group), Netherlands

CynyTHi
MaTtepiaiu/mpenaparu
| CyIyTHBOI Teparii

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




JonaTok 5

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

9.12.2021 Ne 2743

InenTudikamis cyrreBoi
HOTIPaBKU

OmnosiieHe crporieHe nocke npenapary nopiBHsHHS [ucrmaruna (Cisplatin), KOHIIEHTpAT IS PO3YHHY
st iHpy3ii, Bepeist 2.0 Bix 13 xoBTHS 2021 poky; OHOBJICHE CHpOIIEHE A0ChE MpernapaTy MopiBHIHHS
Kap6omnatun (Carboplatin), koHueHTpar ais pozuuny s iHdys3ii, 10 mr/mi, Bepcis 2.0 Bix 13 xoBTHS
2021 poky; OHOBIEHE CIpPOIICHE N0Che MpemnapaTy nopiBHsAHHS ['emiuTabin (Gemcitabine), mopomiok
Ui po3uuHy aus iHQYy3ii, Bepcis 2.0 Bix 13 sxoBTHS 2021 poky; KopoTka xapakrepuctuka BijJ 25 yepBHS
2021 poxy (aHrmiiicbkor0 MOBOW) MmoA0 Jikapchkoro 3acody Uucmmatun (Cisplatin), 1 wmr/mm,
KOHIIGHTpAT s po3unHy s iH(Qy3id; 3amydeHHS OJATKOBOTO BHPOOHUKA JIOCIIIKYBaHOTO
nikapcekoro 3aco0y Ilembponizymad (MK-3475), po3unH nis BHYTpIIIHBOBEHHOTO BiuBaHH:, 100 mr/4
i (25 mr/mi): MSD International GmbH,Co. Carlow, Ipnannis; 3amydeHHsT JOJaTKOBOTO BHPOOHHKA
npenapaty nopiBHsHHS nucmiatiuH (Cisplatin®), KoHLIEHTpAT Uit po3uuHy i iHQy3ii, 1 mr/mi: Intas
Pharma Ltd (SEZ), Ianis; 3amydeHHS NOJAaTKOBOTO BHPOOHMKA TpemnapaTy IMOPIBHSHHS KapOOIUIaTHH
(Carboplatin®), koHueHTpar g po3uuHy ans iHQy3id, 10 mr/mm: Intas Pharma Ltd (SEZ), Ianis;
3anydyeHHsl J0JaTKOBUX BUPOOHUKIB IpenapaTy MopiBHIHHS remiuTalin (Gemcitabine®), mOpomoK ass
po3uunHy [uig iHQY3ii, 1 r: Intas Pharma Ltd (SEZ), Inais; AqVida GmbH, Himeunna; Venus Pharma
GmbH, Himeuunna; Thymoorgan Pharmazie GmbH (Thymoorgan Plant), Himeuunna; Venus Remedies
Limited, [aais; Actavis Italy S.P.A., Itanis

Howmep Ta nara Hakazy
MO3 1mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 1586 Bix 29.07.2021

Ha3ssa xiiniuyHOrO
BUINIPOOYBaHHS, KO/,
BepcCis Ta naTa

«Binkpure, panoMi3oBaHe, KOHTPOJIbOBaHE, 3 (a3 AOCHiPKeHHS eHpopTymMady BeOTHHY B KOMOiHaii
3 neMmOponizymaOoM y TOpIBHSHHI 3 JIMIIE XIMIOTEpalli€l0 IMpH paHille He JIKOBAaHOMY
MICIIEBOIIOIIMPEHOMY a00 METacTaTUYHOMY ypoTemiaabHoMy paky», SGN22E-003, nmompaska 3 Bix 10
motoro 2021 poky




MPOJOBXKEHHSA ToJaTKa 5

3asBHUK, KpaiHa

TOB «ITIAPEKCEJI Ykpaina»

Cnoncop, kpaiHa

«Cimxken IHk.»/ Seagen Inc., CIIIA

CynytHi
Marepiaiau/mpenaparu
CYIYyTHBOI Tepartii

B.o. renepasgbHoro nupexropa Jlupekropary
(apmaneBTHYHOTO 3a0e3NeYeHHA

Isan 3AZIBOPHUX



JlonaTok 6

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK IO TPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

9.12.2021 Ne 2743

InenTudikamis cyrreBoi
HOTIPaBKU

Bpomypa nocninnuka MK-3475, sunanns 21 Big 02 Bepecus 2021 p., anrmiiicekoro MoBoro; MK-3475-
676: 300pakeHHS Ha EICKTPOHHMX IIOJICHHHUKAX JiyIs manienTa (Bxin yuacHuka B cucremy, EORTC QLQ-
C30, EORTC QLQ-NMIBC24; EQ-5D-5L), mns VYkpainu ykpaiHcbkoio MoBoto, Bepcis 1.0 Bim 02
BepecHs 2021 poky; MK-3475-676: 300pakeHHs Ha €NEKTPOHHUX WIOJCHHHKAX s marienta (Bxin
yuacauka B cucremy, EORTC QLQ-C30, EORTC QLQ-NMIBC24; EQ-5D-5L), mns VYkpainu
pociiicbkoro MoBoto, Bepcis 1.0 Big 02 BepecHs 2021 poky; 3pa3ok MapKyBaHHS Mpernapary MOpiBHSHHS
XKusa 6ammna Kanemerra-I'epena, mram TICE (ONCOTICE BCG Kit), Bepcist 2.0 Big 01 sxoBTHS 2021
POKY, aHTJTIMCHKOIO Ta YKPaiHChKOIO MOBaMHM; 3pa3oK MapKyBaHHsI IpernapaTy nopiBHsHHs JKuBa Oaruina
Kamemerra-I'epena, mram TICE (ONCOTICE BCG Vial), Bepcig 2.0 Big 01 >xoBtHs 2021 poky,
aHTTIHACHKOIO Ta YKpaiHCHKOIO MOBaMHM; 3MiHa JiKapchkoi ¢opMu mpemnapaTy nopiBHsHHsS JKuBa Oanuna
Kamemerra-I'epena, mram TICE: Oyno mopomiok Juisi MPUTOTYBaHHS CYCIIEH3il, CTajJ0 MOPOIIOK s
10’ eK11ill; BKIIIOUeHHS 10aTKOBOTO MICIIsl MPOBEACHHS KJIIHIYHOTO BUNPOOYBaHHs B YKpaiHi:

Ne I1.1.B. BiAIOBIZAILHOTO JOCHITHUKA
n/m HasBa micus npoBeieHHs KITIHIYHOTO BUIPOOYBaHHS
1. I.M.H., ipod. Xapeba I'.T.

KomyHnanpHe HekoMepliifHe MIANPUEMCTBO XapKiBChbKOi o00sacHoi pagun  «OOmacHuii
MEIWYHUNA KIIHIYHUN 1eHTp yposorii 1 Hedponorii imeni B.I. IllamoBanay, BijgaiieHHS
oHKosorigHoi yposorii No5, m. XapkiB

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS




2 MIPOJIOBXKEHHS JJ0/1aTKa 6

Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«PangomizoBaHe, KOHTPOJIbOBAHE MIPENapaToM MOPIBHAHHS KiaiHIuHE gociimkerHs 1 dha3u s BuBYeHHS
edeKTUBHOCTI Ta Oe3meuHocTti nemoponizymady (MK-3475) y komOinanii 3 6anunoro Kanemerra-I'epena
(BLIDK) B y4acHMKIB 3 HEM’ SI30BO-iHBa3UBHHM PAKOM CEYOBOTO MiXypa 3 BHCOKHM CTYIIEHEM PHU3UKY, Y
SKHX CIIOCTEPIraeThCs MEPCUCTYIOUMIA a00 peruanuByounii pak micis inaykuiiiHoi BLDK-Tepamnii abo sikum
panime He npoBoauian BIDK-tepamito (KEYNOTE-676)», MK-3475-676, 3 iHKOPIIOPOBaHOO MTOIPABKOIO
04 Bix 09 uepBus 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 0OMex)eHo0 BianmoBiganbHicTIO «MCJl YKpaina»

Cnoncop, kpaiHa

«Mepk lapn Enn JJoym Kopm.», nouipne nianpuemctBo «Mepk Enn Ko., Tnk.», CILIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepianu/mpenapari
CYIYTHBOI Teparii

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




Jonatok 7

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK IO TPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

9.12.2021 Ne 2743

Inentudikaris CyrTeBoi
MOTIPaBKH

Onosnenuii mpotokon Bix 17.06.2021 p.; [ndopmartis as namienta ta @opma iHGOPMOBAHOI 3r0AH IS
ydacTti y HeoOoB’si3koBii wactuni pociimkenns JJHK, Bepcis 1.0 ykpaiHChbKOIO MOBOIO Uit YKpaiHU Bif
20.10.2021; Tadopmanis nns namieHta Ta Gopma iHPOPMOBAHOI 3roAM IJs y4acTi y HEOOOB’ SI3KOBIi
gactuHi gocmimkenns JTHK, Bepcis 1.0 pociiicekoro moBoro mist Ykpainu Big 20.10. 2021; Jlucr o
namienta, 77474462ADM2003-UKROS5, Bepcis 1.0 ykpaincekoro moBoro Big 01.04.2021 p.; Jluct no
narienta, 77474462ADM2003-RUUOS, Bepcis 1.0 pociiicekkoro MoBoro Big 01.04.2021 p.; Kminiune
nocmimkenas LUNA; Indopmaris mpo mpoueaypu, sSiki BUKOHYBaTUMYThCS il 4ac BI3UTIB y KIIHIKY,
77474462ADM?2003-UKRO7, Bepcis 1.0 ykpaincekoro moBoro Big 01.04.2021 p.; Hocnimkenuas LUNA:
KEepIBHHUIITBO 3 MPOIIEypH BiBinyBaHb, 77474462 ADM2003-RUUO07, Bepcist 1.0 pociiichkoro MOBOIO BiJ
01.04.2021 p.; HaragyBanus npo Bisutu, 77474462 ADM2003-UKRO8, Bepcis 1.0 ykpaiHCBKOI0O MOBOIO
Bin 01.04.2021 p.; HaragyBanus mpo BizutH, 77474462ADM2003-RUUOS8, Bepcis 1.0 pociiicbkoro
moBoto Big 01.04.2021 p.; JlucriBka nomsku, 77474462ADM2003-UKR10, Bepcis 1.0 ykpaiHCbKOIO
moBoro Bim 01.04.2021 p.; JlucriBka momsku, 77474462ADM2003-RUU10, Bepcis 1.0 pociiicbkoro
moBoto Big 01.04.2021 p.; Koporkuii HOBiAKOBUN TMOCIOHWK JIsi marieHTa, Bepcis 1.0 ykpaiHChKOIO
MoBO10; CkpuHmotd «llloeHHUK CTymeHs TSXKKOCTI CBEpOiHHS, CIPUYMHEHOTo ek3eMoro [PaHkoBe
3anoBHEHHs|», Bepcis 1.0 ykpaincbkoro Mmoo Binx 07.07.2021 p.; Cxpunmiotn «lllogeHHuk crymneHs
TSOKKOCTI CBEpOiHHS, CIPUYMHEHOTo ek3eMolo [BeuipHe 3amoBHEHH:|», Bepcis 1.0 ykpaiHCbKOIO MOBOIO
Bix 07.07.2021 p.; Cxpunmotu «lllogeHHUK CTynmeHs TSKKOCTI CBEpOIHHS, CIPUUYMHEHOIO €K3EMOIOY,
Bepcis 1.0 ykpaincbkoro MoBoto Bijg 07.07.2021 p.; CkpuHIIoTH «IHIEKC OIIHKYU SKOCTI KUTTS MAIlIEHTIB 3
JIepMaTOJIOTIYHUMHU 3aXBOPIOBaHHIMMY, Bepcid 1.0 ykpaincbkoro MoBoro Bif 07.07.2021 p.; CkpuHIIOTH
«udpoBa mkana oIiHIOBaHHA OOJI0 Ta CBEpOIHHS MIKIpU, CIPUYMHEHUX eK3emMowo», Bepcisa 1.0
ykpaincpkoro MoBoto Bif 07.07.2021 p.; Ckpunimoru «L{udposa mikana oriHoBaHHS 000 Ta CBEpPOIHHS
IIKIpY, CIOPUYMHEHHUX EK3eMOIo», Bepcis s miaHmery 1.0 ykpaincpkoro MoBoro Bim 07.07.2021 p.;
Ckpunmotu «OSFT-Handheld», Bepcis 1.0 ykpaincekoro moBoro Bifg 07.07.2021 p.; CkpuHIoTH
«OSFTy, Bepcis ms mnanmiety 1.0 ykpaincekoro moBoro Bif 07.07.2021 p.; Ckpunmiotn «3araibHa
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OIliHKa CTyIeHs TsDKKOCTI ek3emu mamienToM (PGIS)», Bepcis 1.0 ykpaincpkoro mooro Big 07.07.2021
p.; Ckpunmoru «lllkama nns omiaku ex3emu namieHToM (POEM) aiis caMOCTiIHOTO 3alIOBHEHHST», BEpCis
1.0 yxpaincbkoro moBoto Bif 07.07.2021 p.; Ckpunmotru «PROMIS-29», Bepcis 1.0 ykpaiHChKOIO MOBOO

Big 07.07.2021 p.; Cxpunmoru «HaBuanpHuMi omuTyBanbHHMK», Bepcis 1.0 yKpaiHCBKOIO MOBOIO Bij
07.07.2021 p.

Howmep ta nara Hakasy
MO3 1010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2426 Big 05.11.2021

Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«Pannomi3zoBaHe, OaraToleHTPOBE, MOABIWHE CIIiIe, MIale00-KOHTPOIbLOBAaHE, IHTEPBEHIIIMHE KIIIHIYHE
JOCIIJKeHHS 2a a3y UIs OLiHKH e(peKTUBHOCTI, O€3MeyHOCTi, (PapMaKOKIHETUKN W IMyHOTEHHOCTI MpH
BHYTPIITHPOBEHHHX BBEACHHSX pI3HUX 1103 OepMmekiMaly njs JiKyBaHHS JOPOCIHMX TMAlli€HTIB 3
aTONIYHUM JIEPMATUTOM CEPEHBOT0 a00 BaXKKOTO CTYIEHs.», 77474462 ADM2003, Bix 01.04.2021 p.

3asBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

Cnoncop, kpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CynyTHi
MaTtepiaiu/mpenaparu
CYMYTHBOI Tepamii

B.o. renepasibnoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Isan 3AZIBOPHUX




Jonatok 8

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX

BUIIPOOYBaHb»
9.12.2021 Ne 2743

InenTudikamis cyrreBoi
HOTIPaBKU

Ckpunmotu «BASDAI», ykpaincekoto MoBoro aisi Ykpainu Bepcis 1.00 Big 22.09.2021; CkpuHioTu
«BASDALI», pociiicbkkoro MoBoro st Ykpainu Bepcis 1.00 Big 24.09.2021; Ckpunmotu «eC-SSRS 2.0
Lifetime», ykpaincpkoro MoBoto it Ykpainu, Bepcis 1.00 Bix 10.03.2020; Cxpunmoru «eC-SSRS 2.0
Lifetime», pociiicbkoro MoBoro s Ykpainu, Bepcis 1.00 Bix 13.08.2020; Ckpunmoru «eC-SSRS 2.0
Since Last Contacty», ykpaiacbkoro MoBoto it Ykpainu, Bepcis 1.00 Big 10.03.2020; Ckpunmoru «eC-
SSRS 2.0 Since Last Contact», pociiickkoro MoBow st Ykpainu, Bepcis 2.00 Bim 13.08.2020;
Ckpunmotu «FACIT Illkana Bromu (Bapiant 4)», ykpaiHCbKOO MOBOIO /Ui YKpainu, Bepcis 1.00 Bix
22.09.2021; Ckpunmoru «FACIT-Fatigue Ilkana rommoBanocti FACIT (Bepcis 4)», pociiicbKOIO
MoBoto misi Ykpainu, Bepcist 1.00 Bim 24.09.2021; Ckpunmotu «HAQ-DI», ykpaiHCBKOIO MOBOIO LIS
VYkpainu, Bepcis 1.00 Big 22.09.2021; Ckpunmoru «HAQ-DI», pocilicbkkoro MOBOI A YKpaiHu, Bepcis
1.00 Bix 24.09.2021; CxpuHmoTn «IHCTPYKIIT A7l yH4aCHUKay», YKPaiHCHKOI MOBOIO Uil YKpaiHu, Bepcis
1.00 Bix 22.09.2021; CxpunioTtu «IHCTpyKLii AN y4acHUKA», pOCIHCHKOI MOBOIO JJIsi YKpaiHH, Bepcis
1.00 Bim 24.09.2021; CkpuHIIOTH «3arajibHa OIlIHKAa aKTUBHOCTI 3aXBOPIOBAHHS MAIlIEHTOM (apTPHT)»,
YKpaiHChbKOIO MOBOI st Ykpainu, Bepcia 1.00 Bim 22.09.2021; CkpunHmortd «3arajgbHa OIiHKa
AaKTUBHOCTI 3aXBOPIOBAaHHS MAallIEHTOM (apTpHT)», POCIHCHKOIO MOBOIO Juisl YKpainu, Bepcis 1.00 Bifg
24.09.2021; CxpuHIIOTH «3arajabHa OLIHKAa aKTMBHOCTI 3aXBOPIOBaHHS MAalliEHTOM (IIcOpia3 Ta apTpHT)»,
YKpaiHCbKOIO MOBOIO it Ykpainu, Bepcis 1.00 Bim 22.09.2021; CkpuHIIOTH «3arajibHa OIIHKA
aKTHUBHOCTI 3aXBOPIOBaHHs MAIlieHTOM (TIcopia3 Ta apTpHUT)», POCIMCHKOI0 MOBOIO Uil YKpaiHH, Bepcis
1.00 Big 24.09.2021; CkpuHmOTH «3arajbHa OI[iHKa OOJII0 MAI[lEHTOM», YKPaiHCHKOIO MOBOIO [IJIst
VYkpainu, Bepciga 1.00 Big 22.09.2021; CxpuHmoTn «3arajibHa OLIHKa OOJIIO MalliEHTOM)», POCIHCHKOIO
MoBoIO JUIst YKpainu, Bepeis 1.00 Big 24.09.2021; Cxpunmorun «PROMIS-29y, ykpaiHChKOI0 MOBOIO IS
Vkpaian, Bepcis 1.00 Big 27.09.2021; Cxpunmoru «PROMIS-29», pociiicbkoio MOBOIO 17isi YKpainw,
Bepcia 1.00 Bim 01.10.2021; Cxpunmotu «HaBuanbHUH MOIyJdb 13 KOPHUCTYBAaHHS IUIQHIIETOMY,
yKpaiHChbKOIO MOBOI0 i Ykpainu, Bepcis 2.00 Bixg 25.11.2020; Ckpunmoru «HaBuyanbHul MOIyNb 13
KOPUCTYBaHHS IIJIAHIIETOM», POCIHCbKOI0 MOBOIO Ui Ykpainu, Bepcis 2.00 Bix 06.11.2020; CxpuHmoTu
«SF-36v2 Standart», ykpaincbkoro MOBoOtO 1i1s1 YKpainu, Bepcis 1.00 Bix 21.09.2021; CkpunmoTu «SF-
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36v2 Standart», pociiickkoro MoBoOIO it Ykpainu, Bepcis 1.00 Bix 05.10.2021; Cxpunmmoru «Jlinensiitna
yroaa», yKpaiHChbKOI MOBOIO mis Ykpainaw; CkpuHmotu <«JIineH3is s KIiHIIEBOTO CIIOXKHBaday,
POCIHCHKOI0 MOBOIO JIJIsI Y KpaiHH

Howmep ta nara Hakasy
MO3 mo/10 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2237 Bix 18.10.2021

Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«bararoneHTpoBe, paHAOMi30BaHe, MOABIMHE CIIiIe, I1aned0 KOHTPOJIbOBAaHE KIIHIYHE AOCTIDKCHHS 2a
¢dazu s omiHKM e(EeKTHBHOCTI Ta OE3MEeYHOCTI MPU3HAYEHOI MiAMKIpHO KOMOiHOBaHOi Teparii
rycenbkymaly Ta roiiMymaly y Maii€HTiB 3 aKTUBHUM IcopiatuyHuM apTputom», CNTO1959PSA2003,
Bix 08.06.2021 p.

3asBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

Cnoncop, kpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CynyTHi
Marepiaiau/mpenapaTu
CYNYTHBOI Tepamii

B.o. renepaibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3ne4eHHS Isan 3AZIBOPHUX




JonaTok 9
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

9.12.2021 Ne 2743

Inentudikaris CyrTeBoi
MOTIPaBKH

Bbpomypa nocnmigHuka AOCTIHKYBaHOTO JiKapchkoro 3aco0y ®inrortinid (GS-6034), Bumanus 16 Bin
02 Bepecust 2021 poky anrmiiicekoro MoBoro; IH(opmariiiauii arcTok Ta dopma iHGOPMOBaAHOT 3roau
nanienTa, Bepciga 9.1.0 Big 29 BepecHs 2021 poky ykpaiHCBKOIO Ta pociiicbkoro MoBamu; Dopma 3roau
NMapTHEPKH Ha MOJANbIIC CIOCTepeKeHHs 3a BariTHicTio, Bepcis 3.1.0 Big 12 sxoBtHa 2021 poxy
yKpaiHChbKOI0 MOBOW0; Dopma iHGOpMOBaHOI 3roau Uid MApTHEPKH HA MOJANBIIE CHOCTEPEKEHHS
BariTHocTi, Bepcist 3.1.0 Bix 12 xoBTHS 2021 poKy poOCiiiCEKOI0 MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 423 Bin 12.04.2017

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«/loBroctpokoBe moI0BXKEHE JOCTIIHKEHHS NIl OLIHKK Oe3neku (inroTiHiOy y MaIieHTiB i3 XBOopoOOro
Kponay, GS-US-419-3896, 3 inkopniopoBaHoto nonpaskoro 7 Big 23 6epe3ns 2020 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «DAPMACBIOTIKAJI PICEPY

ACCOYIIUENTC YKPATHA» (TOB «®PA YKPATHA»)

CrnoHcop, kpaina

Gilead Sciences, Inc., CIIIA

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




Honatok 10

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

9.12.2021 Ne 2743

Inentudikaris CyrTeBoi
MOTIPaBKH

BximroueHHs 101aTKOBUX MiCIlb IPOBEICHHS KIIIHIYHOTO BUITPOOYBaHHS .
Ne I1.1.B. BiAIOBIMAJILHOTO HOCHITHUKA
/i Ha3zpa Micuig mpoBeieHHS KJIIHIYHOTO BUITPOOYBAHHS

1. K.M.H. Anamuyk [".A.

Komynanene mignpuemMctBo «KpHBOpPi3bKHUH OHKOJIOTIYHHMN Aucnancep» JHimpomeTpoBchKol
00Js1acHO1 paauy», XiMioTepareBTHYHE BijaaiieHHs, M. Kpuswuii Pir

2. nikap Cemeren 10.B.

O6sacHe  KOMyHalnbHE  HEKOMeEpliiHe  MmignpueMcTBO  «BYKOBMHCHKMI — KJIHIYHUN
OHKOJIOT1YHUH HEHTP», CTPYKTYPHUH MiIPO3/1JI AEHHOTO CTamioHapy, M. YepHiBi

3. 3aB. Bia. Boiitko H. JI.

KomyHnaneHe HexomepuiiiHe mianpueMcTBo «KHIBCbKMM MICHKMI KIIIHIYHUN OHKOJIOTTYHHM
LEHTP» BHMKOHaBYOro oprany KwuiBcekoi wmicbkoi paanm (KuiBcbkoi Michkoi nep:kaBHOI
azMiHICcTpalii), XimioTepaneBTU4HEe BIUIUIeHHS Ne 2, M. KuiB

4, 3aB. BiI., K.M.H. OcTtanenko [O. B.

HamionaneHuil 1HCTUTYT paky, BIJAUIEHHS MaJOIHBa3MBHOI Ta €HJOCKOIIYHOI XIpyprii,
IHTepBeHIIIiHOI paionorii, M. Kuis

Howmep Ta nata Hakazy
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1326 Big 02.07.2021

HazsBa xirigiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«bararouienTpoBe, Bigkpure, po3mupene pocuipkenHs [ ¢a3u qis BUBUEHHS TOBrOCTPOKOBOI O€3MeKn
Ta €(EeKTUBHOCTI Yy YYaCHHUKIB 3 PO3MOBCIO/PKEHUMM NyXJUHAMHU, SKi y JAaHHN yac mepeOyBaloTh Ha
JKyBaHHI 200 TIiJT CIIOCTEPEKEHHSAM Y JOCITIJDKEHHI 13 3aCTOCYBaHHSAM IeMOponizymady», MK-3475-587,
Bepcid 3 IHKOpropoBaHoto nonpaskoro 03 Bix 19 kBitHs 2021 poky
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3asBHHUK, KpaiHa ToBapucTBO 3 0OMexeHo10 BiamoBiganbHicTIO «MCJl YKpaina»

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

CynytHi —

MaTtepiaiu/mpenaparu

CYIYTHBOI Tepamii

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




Jonatok 11
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

9.12.2021 Ne 2743

Inentudikaris CyrTeBoi
MOTIPaBKH

JlonmoBHeHHs1 a0 iHMOpMariii ays mamieHTa Ta ¢GopMu 1HPOPMOBAHOI 3roAM MO0 AJTbTEPHATUBHHUX
croco0iB poBeeHHs Bi3UTIB nociipkeHns mif yac nagaemii COVID-19, Bepcis 1.0 Bix 09 Bepecus 2021
p., YKpaiHChbKOIO MOBOIO; JlomoBHEeHHS 10 iHopMarii ajs naiierta ta GopMu iHPOPMOBAHOI 3T0IU MO0
AIBTEPHATHBHUX CIIOCOOIB IPOBEACHHS BI3UTIB MOCIipKkeHH Mmi yac nanaemii COVID-19, Bepcis 1.0 Bix
09 Bepecust 2021 p., pociiicekkoro MoBo10; bpomrypa nocmimkenns, Bepcis 1.0 Big 21 numusa 2021 p.,
yKpaiHChKOIO MOBOI0; Bpomrypa mocmimkenns, Bepcis 1.0 Bixg 13 munas 2021 p., pociiicbKOr MOBOIO;
[ndorpadika mocmimxenns, sepcis 1.0 Big 12 Oepesnst 2021 p., ykpaincbkoro MoBoio; Indorpadika
nociimkenns, Bepeis 1.0 Big 12 6epesnst 2021 p., pociiicbkoro MoBo10; ClieHapiii HaBYAIBHOTO Bif€O,
Bepcis 1.0 Big 12 Gepesnst 2021 p., ykpaincbkoro MoBoro; CrieHapiii HaBYabHOTO Bizeo, Bepcis 1.0 Bix
12 6epesns 2021 p., pociiickkoro MoBoto; KepiBaunrBo 1o ®@I3 ast yuacHUKIB Ta 0ci0, SKi 3A1HCHIOIOTH
nornsf, Bepeid 1.0, Bix 12 6epesns 2021 p., ykpaincbkoro MoBo1o; KepiBuuirso 10 ®I3 11 ydacHUKIB Ta
oci0, sik1 3A1icHIOTE norisa, Bepcis 1.0, Big 12 6epesns 2021 p., pociiicbkoro MoBoro; [HpopMmariiiHuit
muct ans ki, Bepeis 1.0, Big 12 6epesns 2021 p., ykpaiHcbkoro MoBOIO; IHdopmaniitnuii nuct s
ki, Bepcis 1.0, Big 12 6epesnst 2021 p., pociiicekoro MoBoro; L{imboBa ctopinka, Bepcig 1.0, Bix 28
yepBHs 2021 p., ykpaiHchKor0 MOBO10; LliboBa cTopinka, Bepcis 1.0, Bix 28 uepBHs 2021 p., pociiicbkoro
MOBOI0; JIncT mpo Habip MaIli€HTIB/€IEKTPOHHE MOBIIOMIICHHS 11st cimeit, Bepcis 1.0 Bix 12 Gepesns 2021
P., YKpaiHChbKOIO MOBOIO; JIMCT mpo Habip mali€HTiB/eIeKTpOHHE MOBIIOMIIEHHS AJs ciMel, Bepceis 1.0 Big
12 6epesnst 2021 p., pociiicekoro MoBoto; [11aGonn HaragyBaHb JUIsl Malli€eHTa mpo Bi3UTH, Bepcis 1.0, Bifg
30 yepBHs 2021 p., ykpaiHcbkoro MoBoto; [1labmoHu HaragyBaHb AJis Mali€eHTa mpo BI3UTH, Bepcis 1.0, Bix
30 uepBHs 2021 p., pociiicbkoro MoBoto; [lmakar mocmijxenns, Bepcis 1.0, Bix 21 mumua 2021 p.,
yKpaincbkoto MoBorw; Ilmakar mocmimkenns, Bepcis 1.0, Bix 13 mumus 2021 p., pociiiChKOIO MOBOIO;
[Ipusitansauit auct, Bepcis 1.0 Big 12 6epesns 2021 p., ykpaiHCbkoro MOBoo; IlpuBitanbHuil nucr,
Bepcis 1.0 Bix 12 6epesnst 2021 p., pocilicbkoro MOBO10; KepiBHUIITBO 3 y4acTi B JOciiKeHH1, Bepeis 1.0,
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Bix 30 mumas 2021 p., ykpaiHcbkor MoBO; KepiBHHUIITBO 3 y4acTi B mociijpkenHi, Bepcis 1.0, Big 30
mumas 2021 p., pOCIHCHKOIO MOBOK; BKIIOYEHHS JOAATKOBOTO MICIS MPOBEISHHS KIIIHIYHOTO

BHUNPOOYBAHHS:
Ne I1.1.B. BigmoBigaabLHOTO HJOCIIIHUKA
n/u Ha3sa miciisg npoBeieHHS KJIIHIYHOTO BUIIPOOYBaHHS
1. k.M.H. Kupnuenko B./I.
Komynanbue HEKOMepIIiiiHe T IITPUEMCTBO «BiHHHIIbKA obnacHa KITIIHIYHA
NICUXOHEBpoJorivyHa yikapHs iM. akan. O. I. FOmenka Binnunpkoi obmacHoi Pamuy, nutsue
HeBpoJoriyae BiaiieHas Ned, M. Binaums

Howmep ta nata nakazy Ne 2426 Bim 05.11.2021
MO3 110110 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

HasBa kiiHiuHOTO «BATATOLEHTPOBE PAHJJOMIBOBAHE HOABIMHE CJIIE AOCJIKEHHS III ®A3U 3

BUIIPOOYBaHHs, KO/, HOJABIMHOIO  IMITANIEIO UL OHIHKM  BE3INEYHOCTI TA  E®@EKTHBHOCTI

Bepcid Ta Jara OKPEJII3YMALBY V IIOPIBHAHHI 3 ®IHI'OJIMOJOM Vv HJITEM TA ILJUITKIB I3
PEUAVIBYIOUO-PEMITYIOUYUM PO3CIAHUM CKJIEPO30M», WN42086, Bepcist 2 Bif 27 KBITHA
2021p

3asiBHUK, KpaiHa TosapuctBo 3 OOMexeHow BinnosinanbHicTIO «KOHTpakTHO-HOCHIIHUIBKA opraHizauis [HHO®apMm-
Ykpaina»

Croncop, kpaina ®. Xopdmanu-JIa Pomr JIta, seiinapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynyTHi —

MaTepiajau/npenapaTu

CYNyTHBOI Teparii

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




Jonatok 12

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

9.12.2021 Ne 2743

InenTudikamis cyrreBoi
HOTIPaBKU

OnoBeHUH TIPOTOKOJ KIiHIYHOTO BUNpoOyBanHs MK-3475-641 3 iHKopnopoBaHoto nomnpaBkoro 06 Bix
12 >xoBTHs 2021 poKy, aHTIIICHKOIO MOBOIO; bporiypa mociiIHuKa JOCIKYBAaHOTO JIKapChKOTO 3ac00y
MK-3475, Bumanns 21 Bim 02 Bepecus 2021p., aHrImilicbkoro MoOBOK0; YkpaiHa, MK-3475-641,
[ndopmariis Ta 1okymeHT mpo iHpopmoBaHy 3roay uid naiienta, Bepcig 2.00 Bixg 21 xotHs 2021 p.,
YKpPaiHCBKOIO Ta POCIMCHKOI0 MOBaMU; 3MiHa HAa3BH MICIIS IIPOBEJICHHSI KJIITHIYHOTO BUITPOOYBAHHSI:

byno

Craio

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

KomyHanbeHe mianpueMcTBo «/[HIIponeTpoBchka
oOmacHa kmiHiyHa JikapHsa iM. LI. MeunukoBa»
JIHITpOTIETPOBCHKOI 00JIACHOT painy, BIAIIICHHS
ypodorii Ne2 (oHkonoriune), JlepxaBHuii 3aKiaja
«/InimpomneTpoBchka MeInYHa akanemis
MiHicTepcTBa OXOpPOHH 370pOB’S  YKpaiHU»,
kadenpa yponorii, M. J[Hinpo

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

KomyHnanbHe mianpueMcTBo «JIHiponeTpoBchka
oOmacHa kimiHiyHa JikapHs iM. LI. MeunukoBa»
JIHITpONETPOBCHKOI 00JIACHOT pajiny, BiAIIICHHS
yposiorii  Ne2  (omkojoriune), JIHIIPOBCHKHIA
Jep>KaBHUW MEIUYHUN YHIBEpCUTET, Kadenpa
ypoutorii, M. J[Hinpo

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

Ne 833 Bix 28.04.2021

HasBa xiriHiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PannomizoBane, nozasiiiHe cmine pocnimpkeHHsa Il ¢asum nmemOponizymady (MK-3475) y xombinamii 3
€H3JIyTaMiZIOM MOPIBHSHO 3 €H3aJyTaMiJIoM 3 IUIanedo0 y YJYacHUKIB 3 METaCTaTMYHHM KacTpamiiHo-
pesucteHTHUM pakoM mepenMmixypoBoi 3amo3um  (mCRPC) (KEYNOTE-641)», MK-3475-641,
3 IHKOpIIopoBaHoto nonpaskoro 05 Bix 14 tpasus 2021 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHoro BianosinanbHicTiO «MCJl Ykpaina»




2 MPOJIOBXKEHHS oaaTka 12

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

CynytHi —

MaTtepiaiu/mpenaparu

CYIYTHBOI Tepamii

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




Jonatok 13

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX

BUIIPOOYBaHb»
9.12.2021 Ne 2743

Inentudikaris CyrTeBoi
MOTIPaBKH

bpomypa nocnigauka CNTO1959 (guselkumab), Bumganns 12 Big 30.08.2021 p.; OnoBnenuii po3zain 3.2.S
noceke JIJI3 rycempkymab (CNTO1959), cepmens 2021 p.; OnoBnenwit po3min 3.2.P gocee [IJI3
rycenbkymad (CNTO1959), nonepenuro 3anoBHenui mmputy, 100 mr/mi, cepnens 2021 p.

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1773 Bix 20.08.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«baratoueHTpoBe, paHAOMI30BaHe, IMOJBIMHE Ciine, IUIanedo0 KOHTPOIbOBAHE KIIIHIYHE JOCIIIKCHHS
3b ¢asu s oninku eeKTUBHOCTI Ta OE3MEYHOCTI MPU3HAYEHOTO MiIIKIPHO TyceIbKyMaly y MaIli€eHTiB
3 aKTUBHHMM IICOPIaTUYHUM apTPUTOM, SIKi paHillle Maji HEJOCTATHIO BIIMOB1/(b Ta/ab0 HENEepeHOCUMICTh
JIKYBaHHSI OJJTHUM 3 IHTI01TOpPIB (pakTopy HEKpo3y myxJyiuH anbda», CNTO1959PSA3005, Bix 13.04.2021
p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

Cnoncop, kpaina

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Honatok 14

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

9.12.2021 Ne 2743

Inentudikaris CyrTeBoi
MOTIPaBKH

BximroueHHs 101aTKOBUX MiCIlb IPOBEICHHS KIIIHIYHOTO BUITPOOYBaHHS .
Ne I1.1.B. BiAIOBIMAJILHOTO HOCHITHUKA
/i Ha3zpa Micuig mpoBeieHHS KJIIHIYHOTO BUITPOOYBAHHS

1. K.M.H. boituyk H.C.

MenuuHuii TIEHTP TOBapHCTBA 3 OOMEKEHOI BIMNMOBIMANBHICTIO «EnmenpBeiic Memikey,
JTKyBaIbHO-TIpOITaKTHIHUN Tiapo3ain, M. Kuis

2. n.M.H. IcaeBa I'.C.

HepxaBna ycranoBa «HamioHanbHuii iHctuTyT Tepamii imeni JI.'T. Manoi Hamionansnoi
akaaeMii MeAMYHMX HayK YKpaiHW», BT KOMIUIEKCHOTO 3HIDKEHHS PU3HKY XPOHIYHHUX
HelH(eKIIMHNUX 3aXBOPIOBaHb Ha 0a3i BiIIEHHS raCTpOEHTepoJIorii Ta Tepanii, M. XapKiB

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

Ne 2616 Bix 24.11.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«baratoueHTpoBe, paHIOMi30BaHe, MOABIMHE ciine gociimkeHHs daszu Il mis ouiHku eeKTUBHOCTI 1
6esneunocti npenapaty RGB-14-P y mnopiBHsHHI 3 Ilpomia® y XiHOK 3 MOCTMEHONAy3aJbHUM
octeonopo3om», RGB-14-101, Bepcis 1.0 Bix 10 6epesnst 2021 poxy

3asiBHUK, KpaiHa

TOB «(ITAPEKCEJI Vkpaina»

CrnoHcop, kpaiHa

Gedeon Richter Plc., Hungary

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

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




Jonartok 15

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

9.12.2021 Ne 2743

Inentudikaris CyrTeBoi
MOTIPaBKH

301bIIeHHS KUTBKOCTI AOCTIKYBaHUX B YKpaini 3 12 1o 20 ocid

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 310 Bix 23.02.2021

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PanmomizoBaHe, MOJBIHE ciine, IUIane00-KOHTPOJILOBaHE, 0AaraTOIEHTPOBE KIIHIYHE TOCIIIKEHHS
¢dazu 2 3 MeTol OLIHKM e(EeKTHMBHOCTI Ta OE3MeYHOCTI MErueTakolulaHy Yy IMalieHTiB 3 OiYHUM
amiorpodiuaum ckiepozom (BAC)», APL2-ALS-206, monpaska 3.0 Bix 27 mumast 2020 p.

3asiBHUK, KpaiHa

TOB «BOPJIIBAMJI KJITHIKAJI TPAIIC YKP»

CrnoHcop, kpaina

Amnemnic ®apmacerotikaic [Hk, CIIIA (Apellis Pharmaceuticals, Inc., USA)

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

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




Jonatok 16

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

9.12.2021 Ne 2743

Inentudikaris CyrTeBoi
MOTIPaBKH

Vkpaina, MK-3475-587, Bepcis 01 Big 28 »xoBTHa 2021 p., yKpaiHCBKOI MOBOIO, iH(oOpMaIlis Ta
JOKYMEHT Ipo iH()OpMOBaHy 3rojly JUls Mali€HTa, CTBOPEHA Ha OCHOBI riio0anbHOro mabdmony MK-3475-
587 AMO1, Bepcis 1.03 Big 26 xoBTHs 2021 p., a TaKOX MA0JIOHY, 3aTBEPIKEHOTO [ YKpaiHu, Bepcis
Bix 15 ciuns 2021 p. ykpaincbkoro MoBow; Ykpaina, MK-3475-587, Bepcis 01 Big 28 »xostHs 2021 p.,
pOCiiicbKOI0 MOBOIO, iH(opMallisi Ta JTOKYMEHT Mpo iHGOpMOBaHYy 3rofy Jis MHAllieHTa, CTBOPEHa Ha
ocHOBI riobanpHOTO mabnony MK-3475-587 AMOI1, Bepcis 1.03 Big 26 xoBtHS 2021 p., a Takox
mabJIoHy, 3aTBEpHKEHOr0 i YKpainu, Bepcis Bif 15 ciunsg 2021p. pociiicbkoro MOBOIO

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

Ne 1326 Big 02.07.2021

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararonenTpose, Binkpute, posmmpene gociipkeHHs I ¢asu 11 BUBUEHHST JOBrOCTPOKOBOI Oe3MeKH
Ta €(pEKTUBHOCTI y YYaCHHUKIB 3 PO3MOBCIO/PKEHUMH IyXJMHAMH, Kl y JaHUI yac nepeOyBaloTh Ha
JKyBaHHI 200 MiJl CHOCTEPEXKEHHAM y TOCIIKEHH] 13 3aCTOCYBaHHIM neMopoiizymaly», MK-3475-587,
Bepcis 3 iHKoprnopoBaHoto nonpaskoro 03 Bix 19 kBitHs 2021 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiaanpHicTIO «MCJ Ykpaina»

Crnoncop, kpaina

«Mepk apn enn Joym Kopm.», nodipre nianpuemctBo «Mepk ena Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

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




Jonatok 17

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK IO IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

9.12.2021 Ne 2743

Inentudikaris CyrTeBoi
MOTIPaBKH

Vkpaina, MK-3475-756, Bepcis 2.04 Big 28 xoBTHsa 2021 p., yKpaiHCBKOI MOBOIO, iH(popmarlis Ta
JOKYMEHT Tpo iH(opMoBaHy 3rofy Juia mauieHta; Ykpaina, MK-3475-756, Bepcis 2.04 Bix 28 KOBTHA
2021 p., pociiicbkkOr0 MOBOIO, iHPOpMAIIis Ta JOKYMEHT Mpo iHGOpMOBaHyY 3roay JAJs Halli€eHTa

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 540 Bix 07.03.2019

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBane, noasiiiHe ciine gociimkenHs I ¢a3u mia nopiBHsHHS nemOponizymaly 3 1mianebo y
KOMOiHaIii 3 HEOA'FOBAHTHOIO XIMIOTEpAITi€l0 Ta aJ'FOBAHTHOKO €HJOKPUHHOIO TEpAIi€ro MpH JiKyBaHHI
paKy MOJIOUHOI 3aJI03U 3 HasBHICTIO PELENTOpiB 10 €CTPOreHIB 1 BIACYTHICTIO JIOACHKHX PELENTOpiB
enigepmanbHoro Qaxrtopa pocty 2 (ER+ / HER2-) nHa panHniil ctanii mpu BHCOKOMY CTYIEHI PU3UKY
(KEYNOTE-756)», MK-3475-756, 3 inkopropoBaHo nonpaBkor 04 Big 22 kBitHst 2021 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 0OMexeHoto BianoBinanbHicTIO «MCJl Ykpaina»

Cnoncop, kpaina

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

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

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




Jonatok 18

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

9.12.2021 Ne 2743

Inentudikaris CyrTeBoi
MOTIPaBKH

BxmroueHHs 101aTKOBOTO MICIIS TPOBEICHHS KIIHIYHOTO BUIIPOOYBaHHS .

Ne
/i

I1.1.B. BiAIOBIMAJILHOTO HOCHITHUKA
Ha3zpa Micuig mpoBeieHHS KJIIHIYHOTO BUITPOOYBAHHS

1. k.M.H. Yymak C.O.

Kninika Jlep>kaBHOi ycTaHOBU «[HCTUTYT OXOpPOHU 3/10pOB’s AiTel Ta miniTkiB HarionansHOT
akajeMii MeIMYHUX HayK YKpaiHu», BIAIIJICHHS €HIOKPUHOJIOTIT, M. XapKiB

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2372 Bin 04.12.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«baratouieHTpoBe, TOJIBiifHE CcIlile, paHAOMI30BaHE, TUIae00-KOHTPOJIbOBAHE KIIIHIUYHE JOCIIIKEHHS
I dasu mmst ominkyu Oe3neku ta epexruBHocTi Epryrnidunosiny (MK-8835/PF-04971729) y nitei, Bikom
Bix 10 mo 17 pokiB BKIIIOYHO, XBOPUX Ha IYKpoBUil miader 2 tumy», MK-8835-059, 3 inkopropoBaHor0
nonpaskoro 01 Big 11 yepBHs 2020 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHoro BianoBinanbHicTIO «MCJl Ykpaina»

Crnoncop, kpaina

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

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

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

IBan 3A/IBOPHUX




Jonatok 19
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

9.12.2021 Ne 2743

Inentudikaris CyrTeBoi
MOTIPaBKH

Indopmamis mist namienta ta @opma iHdopmoBanoi 3rogum — Ilporoxon 61186372NSC3001, Bepcis
YKpaiHChKOIO MOBOIO it Ykpaiau Bix 26.10.2021 p., Bepcis 2.0; Ilndopmanis mis mamienra ta @opma
iHdopmoBanoi 3rogu — IIpotokon 61186372NSC3001, Bepcisi pociiicbkor0 MOBOIO UIsi YKpaiHU BiJ
26.10.2021 p., Bepcis 2.0.

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 614 Bin 01.04.2021

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PanmomizoBaHe BifKpuTe KIiHIYHE gocmipkeHHs @®a3m 3 komOiHamii AwmiBantama®y Tta Tepamil
Kapbomnatunom Tta Ilemerpekcenom y mnopiBHsHHI 3 KapOomnatun-Ilemerpekcenom y mami€eHTiB 3
MICIIEBO-TIOIIUPEHUM a00 METacTaTUYHUM HEAPIOHOKIITHHHUM PaKkoOM JIET€Hb 3 MYTAII€I0 PElEeNnTOpiB
enizepmaibHoro ¢akropa pocty (EGFR) 31 BctaBkamu B ek3oH1 20 (Exon 20ins)», 61186372NSC3001, 3
[Tonpaskoro 1 Big 20.05.2021 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAIEBTUKA HB», benbris

CnoHncop, kpaina

«IHCCEH ®APMAIEBTUKA HB», benbris

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




Jonatox 20

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK IO IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

9.12.2021 Ne 2743

Inentudikaris CyrTeBoi
MOTIPaBKH

3MiHa BiMOBIIAILHOTO JAOCTIAHUKA; 3MiHA Ha3BU MICIISI POBEJCHHS BUIPOOYBAHHS

Byno Crano
K.M.H., gou. ['onma A.O. nikap Cemeren 10.B.
KomynanbHa YCTaHOBA «UepniBenpkuii | ObnacHe KOMYHaJIbHE HEKOMEpIIiifHe
00JIaCHUM KJIIHIYHUN OHKOJIOTIYHUN JHUCIIAHCEP», | MiIIPHEMCTBO «byKoBHUHCHKHIA KIIIHIYHAN
BiJUTUICHHS ICHHOTO CTaIlioHapy, M. UepHiBii OHKOJIOTIYHHUI IMEHTP», CTPYKTYPHUH MiAPO3ILI
JICHHOTO cTallioHapy, M. UepHisii

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«®aza 3, OaraToleHTPOBE paHAOMI30BaHE IIOJBIMHE CIIMNE IIANe00-KOHTPOIHOBAHE JOCIIKEHHS
¢dbyneectpanty (Daznogexc®) 3 un 6e3 PD-0332991 (manborukmni6) + ro3epeniH y >KiHOK 3 TOPMOH-
peuenrtop-no3uTuBHUM, HER2-HeraTHBHIM MeTacTaTUYHUM PaKOM MOJIOYHOI 3aJI03H, 3 IPOTPECYBAHHAM
3aXBOPIOBAHHS MicCIs MONEPeAHbOT €HIOKpUHHOI Tepamii», A5481023, 3 IHKOPIOPOBAHOIO MOIPABKOIO
3 Bix 20 xoBTHA 2015 poky

3asiBHUK, KpaiHa

TOB «(ITAPEKCEJI Vkpaina»

CnoHcop, kpaiHa

Qaiizep [uk., CHIA

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

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




Jonatok 21

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK IO IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

9.12.2021 Ne 2743

Inentudikaris CyrTeBoi
MOTIPaBKH

VYkpaina, MK-7339-012, Bepcis 2.01 Big 23 >xoBTHs 2021 p., yKpaiHCBKOI MOBOIO, iH(pOpMmallis Ta
JOKYMEHT Ipo iH(pOpMOBaHY 3roay uid mamienrta; Ykpaina, MK-7339-012, sepcis 2.01 Bix 23 x0BTHs
2021 p., pociiicbkkOl0 MOBOIO, iH(OpMaIlisl Ta JOKyMEHT Mpo iH(OPMOBaHY 3roAy Ui TMAalli€eHTa;
30ipIIeHHS KUTBKOCTI JOCHIHKYBaHuX B YKpaini 3 70 1o 115 oci6

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1468 Bix 26.06.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«Hdocmimxenns Il dasu nmemOpomizymady (MK-3475) y xomOiHamii 3 CyMyTHBOIO XiMiOIPOMEHEBOIO
Tepami€lo 3 TOAANbIINM BBEAECHHSAM NeMOpoinizymaly 3 omamapuboM abo 0e3 HbOro MOPIBHSAHO 3
CYIyTHbOIO XIMIOIPOMEHEBOIO TEpaNi€l0 3 MOAANBIIMM BBEACHHSIM JypBalyMaly B YYacHHKIB 3
HeomnepadeTbHUM JIOKAJIBHO PO3MOBCIO/PKEHUM HeApiOHOKIITUHHUM pakoM JjereHiB Il cranii (HAPJI)»,
MK-7339-012, 3 inkopnopoBanoro nonpaskoro 05 Big 09 gepsust 2021 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiaanpHicTIO «MCJ Ykpaina»

CnoHncop, kpaina

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

CynyTHi
MaTtepiaiu/mpenaparu
CYIyTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JonaTok 22

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

9.12.2021 Ne 2743

Inentudikaris CyrTeBoi
MOTIPaBKH

OnHoBieHU# POTOKO KiIiHIYHOTO BUNpoOyBanHa MK-3475-365, Bepcis 3 IHKOPIIOPOBAHOK TMOMPABKOIO
10 Bim 30 cepmus 2021 poky, aHrjiiiickkoro MoOBOI; bpomrypa mochimanka MK-7684/MK-7684A,
BuganHs 9 Bin 23 cepnns 2021 p., anrmiiicbkoro MoBoro; bpomrypa gociignuka MK-3475, sunanns 21 Bin
02 Bepecus 2021 p., aHrIiHCHKOI MOBOIO; [H(opmarist Ta JOKyMEHT mpo iH(OPMOBaHY 3TOXy IUis
namieHTa, Ykpaina, MK-3475-365, Bepcis 1.00 Binm 02 nucromama 2021 p., ykpaiHCBKOIO MOBOIO;
Iadopmartis Ta goKyMeHT mpo iHGopMOBaHy 3rofy Ui mamienrta, Ykpaina, MK-3475-365, Bepcis 1.00
Bix 02 mucronana 2021 p., pociiicbKOO MOBOIO

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

Ne 1586 Big 29.07.2021

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Hdocmmxenns Ib/Il ¢a3sm kombGiHOBaHOi Tepamii 3 mnemOpomizymabom (MK-3475) npu nikyBaHHi
METaCTaTUYHOT O KAacTpaliiiHO-pe3UCTEHTHOTO  paKy  MepeAMIXypoBOi  3aio3u (MKPPII3)
(KEYNOTE-365)», MK-3475-365, Bepcist 3 iHKopriopoBaHoto nonpaskoro 09 Bix 16 keitHst 2021 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiaanpHicTIO «MCJ Ykpaina»

Crnoncop, kpaina

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

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




JonaTok 23

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK IO IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

9.12.2021 Ne 2743

InenTudikamis cyrreBoi 3Mina HaiimenyBanns 3asBHUKA B Ykpaini 3 TOB «KOBAHC KJIIHIKAJI IEBEJIOIIMEHT YKPATHA»
MOINpPaBKH Ha TOB «JIABKOPII KIJIIHIKAJI JEBEJIOIIMEHT VKPAIHA»: 3wmina wicib MPOBEJICHHS
JOCIIJKeHHsT; 3MiHA Ha3BM MiCIlb TIPOBEICHHS TOCIIKCHHS .

byno Crano

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

KomyHnaneHuit  3akiag =~ oxopoHH  370poB's | KomyHaibHEe — HEKOMeEpIiiiHE  MiANPHEMCTBO
«XapkiBchbka MicbKa KiIiHIYHA JikapHsS Ne8», | «Mickka kimiHigHa JsikapHs Ne8» XapkiBcbKoOi
KapJioJIOTiYHEe BiJJIUIGHHS JUI XBOPUX HA | MICBKOI pajd, KapioJIOTiYHE BiUIUICHHS IS
iHpapkr miokapna Ne 1, XapkiBchbka MenW4Ha | XBOpHX Ha iH(papkT Miokapaa Nel, m. Xapkis
akajemis micasauuioMHoi ocsitn MO3 Ykpainu,
kadeapa  kapmiomorii Ta  (QYHKIIOHAJIBHOI
JIarHOCTHKHU, M. XapKiB

k.M.H. Knanma A L n.m.H. Kmanma AL

XMenpHUIIbKAa oOONacHa JikapHs, BiagiieHHs | KomyHanbHe — HEKOMepliliHE  MiJNPHEMCTBO

Kapzio- Ta €HJI0BaCKYJISIPHO1 xipyprii, | «XMeIbHULBKUIA OOJaCHUN CeplLEeBO-CYAMHHHM

M. XMEIbHUIBKUHN LIEHTP» XMeIbHUIBKOT o0acHol panu,
BIIIJIEHHS 1HBa3UBHOIL KapI10JI0Tii Ta
IHTEpBEHIIIIHHOT paaionorii Nel,

M. XMENbHUIILKUN

Howmep ta nara Hakasy Ne 2030 Bix 07.11.2018
MO3 10110 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

HasBa kiHI9HOTO «PannomizoBaHe, 6araToleHTPOBE, MOABIIHE Ciine, MmIaned0-KOHTPOIbOBAHE JOCTIIKEHHS TPEThoi (a3u
BUIIPOOYBaHHS, KO/, y MapajeiabHUX Tpynax Ajis BUBYEHHS epeKTUBHOCTI Ta Oe3meku npenapaty CSL112 y mamieHTiB 3
Bepcid Ta Jata TOCTPUM KOpOHapHUM cuHapomMom», CSL112 3001, Bepcis 3 nompaskoro 1 Bix 10 Bepecus 2019 poky




2 MPOJIOBXKEHHS JToAaTKa 23

3asBHHUK, KpaiHa ToBapuctBo 3 oOMexeHoro BiamoBiganbHicTIO «JIABKOPIT KJITHIKAJI IEBEJIOIIMEHT VYKPAIHA»
CroHcOp, KpaiHa CSL Behring LLC, United States

CynytHi —

Marepiaiau/mpenaparu

CYIYyTHBOI Tepartii

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




Honatok 24

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX

BUINIPOOYBaHb»U
9.12.2021 Ne 2743

Inentudikaris CyrTeBoi
MOTIPaBKH

bpomypa nocnigauka KZR-616, Bepcis 7, Bix 08 >xoBTHS 2020 poKy aHTIIHChKOW MOBOIO; bpormrypa
nocmigauka KZR-616, Bepcis 8, Bix 12 sxoBTHs 2021 poKy, aHTITICEKOI0 MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 893 Bix 15.04.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«®aza 1b/2 nocnimkenns npenapaty KZR-616 y namieHTiB 3 CHCTEMHUM YEpBOHMM BOBYAKOM 3 Ta 0e3
Hepputy», KZR-616-002, nonpaska 4, Bepcis 5.0 Big 07 numns 2020 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIVIOPATOPI MEAICIH», Ykpaina

CrnoHcop, kpaina

Kezar Life Sciences, Inc, United States / Kesap Jlaiid Caiienci3, [nx. CILHA

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

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




JonaTtok 25

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK IO IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

9.12.2021 Ne 2743

Inentudikaris cyrreBoi OmnosiieHa Oporrypa gociigauka mo npenapary Tesenemymad (panime MEDI9929 ta AMG 157) Bepcist
MTOIIPaBKH 5.0 Big 21 xoBTHs 2021 poky; 3MiHa HA3BH MICI[Sl TPOBEICHHSI KJIIHIYHOTO BUITPOOYBAHHS .
byno Crano
I.M.H., ipo¢. OctpoBchkuit M.M. I.M.H., ipod. OctpoBchkuit M.M.
Ob6nacHuid  GTH3I0MYyIBMOHONIOTIYHAN — 1eHTp, | KomyHanpHe  HekoMepuiiiHe  HiANPHEMCTBO
BiJUIUUIGHHS MyNnbMOHOIOTIT, Jlep:kaBHuii Bummii | «IBaHo-@paHKiBChKUN oOJracHUil
HaBYaIbHUU  3akma] — «IBaHO-PpaHKIBCHKHIA | (hTU3IOMYIEMOHOIOTIYHUN LEHTP IBano-
HaIL[lOHAJIbHUN MEIUYHUNA yHiBepcuTeT», | OpaHKiBChKOi  00MacHOI paau», BiIIUICHHS
kadenpa ¢rusiarpii i MyITBMOHOJIOTIT 3 KYpcOM | ITyJIbMOHOJIOTIT Neo2, IBano-®dpankiBChKU
npodeciiinux xBopoo, M. IBano-DpaHKiBChK HAI[IOHATTFHUI MEIUYHUN YHIBEPCHUTET, Kadeapa
¢drTuziaTpii 1 mympMOHONOTII 3 KypcoM
npodeciiiHux XBopo0O, M. IBaHO-DpaHKIBCHK

Howmep Ta nara Hakasy Ne 1265 Big 05.06.2019
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

HazBa kiiH14HOTO «bararonieHTpoBe, MojBiliHE cIiile, paHAOMI30BaHe, IJIalle00-KOHTPOJIbOBaHE, B MapajelIbHUX Ipymax,

BUINIPOOYBaHHS, KOJI, ¢a3u 3, mogoBKEHE AOCIIHKEHHS 3 METOIO OLIIHKM O€3MeKH Ta epeHocuMocTi Tesenenymady B 1OpOCIUX

Bepcis Ta JaTa Ta MIJUITKIB 3 BaXKOIO HEKOHTposiboBaHOIO acTMor (DESTINATION)», D5180C00018, Bepcis 6.0 Bin
12 xBiTHS 2021 poky

3asBHUK, KpaiHa TOB «ACTPA3EHEKA YKPATHA»

CnioHcop, kpaiHa AstraZeneca AB, Sweden

CynyTHi —

MaTtepiaiu/mpenaparu

| CyIyTHBOI Teparii
B.o. renepanbHoro nupexropa Jlupekropary
(papmaneBTHYHOTrO 3a0€e3MeYeHHSI Isan 3A/IBOPHHUX




JonaTok 26

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

9.12.2021 Ne 2743

Inentudikaris CyrTeBoi
MOTIPaBKH

[adopmaris nmpo gocikeHHs Ta Gpopma iHGOpMOBaHOT 3roaH, JoKanbHa Bepcis Homep 1.1 mius Ykpainu
YKpaiHCHKOIO MOBOIO, nata Bepcii 08 mmcromana 2021 poky Ha ocHOBI Mactep Bepcii Homep 1 Bim 25
yepBHs 2021

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2426 Big 05.11.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«MixHapoaHe, paHa0Mi30BaHe, MOABIMHE Clile, Tane00-KOHTPOoJIb0BaHe AociipkeHHs Paszu 3 3 MeTor
OLIIHKM BIUIMBY IUKJIOCWIIKATY IUPKOHIIO HATPII0 HA MPOTPECyl0Yy XPOHIYHY HHUPKOBY HEIOCTATHICTh
(XHH) y yuacunukiB 3 XHH Ta rinepkainiemiero abo i3 puznkom rinepkaniemii», D9488C00001, Bepcis 1.0
BiJ 24 uepBHs 2021 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPATIHA»

Crnoncop, kpaina

AstraZeneca, AB, Sweden

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

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




Jonatok 27

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

9.12.2021 Ne 2743

Inentudikaris CyrTeBoi
MOTIPaBKH

3pa3oK J0aTKOBOTO MapKyBaHHS BTOPWUHHOI YIIAKOBKH JIOCTII)KYBAaHOTO JIIKAPCHKOTO 3aco0y
Tamokcuden, Tabnerku, 20 wmr; Bepcis Big 29 mumas 2021 p., yKpaiHCBKOIO MOBOIO; 3alydeHHS
JIOJJATKOBOTO MiCIIsl MPOBEJICHHS KITHIYHOTO BUTPOOYBaHHS

Ne I1.1.B. BigmoBigaaLHOTO HJOCIIIHUKA

/i Ha3zpa Micuis mpoBeieHHS KJIIHIYHOTO BUITPOOYBaHHS

1. nikap poGuep L.I'.

KomyHanbHe HEKOMepIiifHE MiAIPUEMCTBO «XMEIBHUIBKUN OONaCHUI MPOTUITYXJIMHHHUHA
HEeHTp» XMeNbHUIBKOT 001acHOi paau, BIUIUICHHS HOBOYTBOPEHb IPYJHOI 3ajl03H, LIKIpH,
M’SIKAX TKAHWH Ta KICTOK, M. XMEJIbHUIIbKUIA

Howmep Ta nara Hakazy
MO3 1mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUNTPOOYBaHHS

Ne 2237 Bix 18.10.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBaHe, Biakpute, OaratoneHTpoBe jociikeHHs ¢a3zu Il 3 ouiHku edekTuBHOCTI Ta
0e3mevyHoCTl aJ’IOBAaHTHOI Tepamii TipeJecTpaHTOM IMOPIBHSHO 3 aJ IOBAaHTHOK E€HJOKPHUHHOIO
MOHOTEpari€eo 3a BUOOPOM JIiKapsi B MAaIEHTIB 3 ecTporeH-peuentop-no3utuBHuM, HER2-HeratuBnum
pakoM MOJIOYHOI 3aJ1031 Ha paHHiM craiin, GO42784, sepcia 2 Bix 30 yepBHst 2021 poky

3asBHHUK, KpaiHa

TosapuctBo 3 OOmexenow BianosiganbHicTio «KOHTpakTHO-HOCHIIHUIBKA opraHizauis [HHO®apMm-
Ykpaina»

Cnoncop, kpaiHa

®. Xopdpmann-Jls Pom JIth, lseitnapis (F. Hoffman-La Roche Ltd., Switzerland)

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JonaTok 28
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

9.12.2021 Ne 2743

Inentudikaris CyrTeBoi
MOTIPaBKH

3miHa Ha3BHU 3asBHUKA KiIiHIYHOTO BUNpoOyBaHHs 3 TOB «IHC Pecepu Ykpaina» na TOB «Cineoc Xernc
VYkpainay; 3MiHa MiCIIsl TPOBECHHS KIHIYHOTO BUITPOOYBAaHHS:
byno

Craio

k.M.H. Tomax H.B.
Mennuynuii nentp ToBapucTtBa 3 0OMEXKEHOIO
BignosiganeHicTIO «IHET-09%», M. 3amopixoks

k.M.H. Tomax H.B.

KomyHanpHe ~ HEKOMepIliiiHE  MiAMPUEMCTBO
«Micpka mikapusi Ne2y» 3amopi3bkoi MiChKOT
paau, HEBPOJIOTIYHE BIJUTIICHHS, M. 3allOPIOKS

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 80 Big 19.01.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PannomizoBaHe, oJBiliHE cine, M1ane00-KOHTPOIbOBaHE AOCHIKEHHS (a3u 3 y mapaieabHuX rpynax
TPUBAIICTIO 27 THXHIB 13 THYYKHUM MiI0OpOM 103U JJs OLIHKH e(eKTHUBHOCTI, Oe3MeuHocTi Ta
nepeHocumocti TaBamagoHy B SKOCTI JOMOMDKHOI Tepamii y JOpOCIMX TMalI€HTIB 3 XBOpPOOOIO
[lapkiHCcOHa 3 MOTOpPHHUMH QUIYKTYAIisIMH, $IKI OTPUMYIOTh JIIKyBaHHS mHpenapatoM JleBonmomna
(mocniKeHHs TEMPO-3)», CVL-751-PD-003, Bepcis 2.0 Big 29 yepsus 2020 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

CnoHcop, kpaiHa

Cepesen Tepamn'torikce, JIJIC, CHIA [Cerevel Therapeutics, LLC, USA]

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Isan 3AZIBOPHUX




JonaTok 29

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX

BUINIPOOYBaHb»U
9.12.2021 Ne 2743

Inentudikaris CyrTeBoi
MOTIPaBKH

3miHa Ha3BHU 3asBHUKA KiIiHIYHOTO BUNpoOyBaHHs 3 TOB «IHC Pecepu Ykpaina» na TOB «Cineoc Xenc

VYkpainay; 3MiHa MiCIIsl TPOBEJCHHS KIIHIYHOTO BUIIPOOYBaHHS:

byno

Craio

k.M.H. Tomax H.B. k.M.H. Tomax H.B.
KomyHaneHe ~ HekoMepuiiiHe  HiANPHEMCTBO
«Micpka mikapusi Ne2y» 3amopi3bkoi MiChKOT

paau, HEBPOJIOTIYHE BIJUTIICHHS, M. 3allOPI¥OKS

Mennuynuii nentp ToBapucTtBa 3 0OMEXKEHOIO
BignosiganeHicTIO «IHET-09%», M. 3amopixoks

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1636 Bix 20.07.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PannomizoBaHe, moJBiiHE cline, M1ane00-KOHTPOIbOBaHe AOCTIIKEHHS (a3u 3 y mapanenbHuX rpynax
TPUBATICTIO 27 THXKHIB JUISl OLIHKYM €(EeKTUBHOCTI, 0€3MEUYHOCTI Ta MEPEHOCUMOCTI IBOX (PiKCOBAHUX 03
TaBanmanony y mnamieHTiB 3 xBopoOoro Ilapkincona Ha panHill cramii (mocmimxeHHs TEMPO-1)y»,

CVL-751-PD-001, OnoBnenwuii nporoko: Bepcist 2.0 Bix 29 uepsus 2020 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

Crnoncop, kpaina

Cepesen Tepamn'torikc, JIJIC, CHIA [Cerevel Therapeutics, LLC, USA]

CynyTHi
MaTtepiaiu/mpenapaTu
CYIyTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX



Honatox 30

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

9.12.2021 Ne 2743

InenTudikamis cyrreBoi
HOTIPaBKU

Bpomypa nocmigauka, Buganas 6 Bim 19 xBitHa 2021 poky, aHrmiiicekoro MoBoro; IHdopmariiinmii
nuctok 1 ¢opma 3romm, Bepcis V4.0UKR(uk)1.0 Bim 24 Bepecus 2021 poky, mepekian yKpaiHCHKOIO
MoBOIO Bif 27 xoBTHS 2021 poky; [ndopmaniitanii mucTok i popma 3roau, Bepcist V4.0UKR(ru)1.0 Big 24
BepecHst 2021 poky, mepeknan pociiicbkoro MoBow Big 27 xoBTHS 2021 poky; OTHOKpOKOBUI
CTPYMEHEBHI TeCT Ha BariTHICTH (ce4a) [HCTpykii, ykpaiHCEKOI0 MOBOIO; OJJHOKPOKOBUH CTPYMEHEBUI
TecT (ceva) Ha BariTHiCTh [HCTpyKIii, pocilicbkoro MOBOIO; Il{oeHHUK mpuiioMy MpemnapaTy y4aCHUKOM
nocmimxenns INCB 86550-203, sepcist V2.0 UKR(uk) Bix 22 uepBus 2021 poky, nmepexiaj yKpaiHChKOO
MoBowo Bin 15 xoBTHA 2021 poky; lllonennuk mpuiiomy mnpemapaTy ydacHHUKOM pociimkeHHs INCB
86550-203, Bepcist V2.0 UKR(ru) Bix 22 uepBus 2021 poky, nepekian pociiicbkoro MOBOO Bifl 15 KOBTHs
2021 poky; Hlonennuk npuitomy npenapary ydacHukom nociimkenHs INCB 86550-203, sepcia V2.0
UKR(uk) Bix 29 munas 2021 poky, nepekiaa yKpaiHcbkor MoBoto Bif 18 xoBTHs 2021 poky; HloneHank
npuiiomy mnpenapary ydacHukoMm pociikeHHs INCB 86550-203, Bepcis V2.0 UKR(ru) Bix 29 nunus
2021 poky, nepekiaja pociiicbkoro MoBoIo BiJ 18 sxoBTHS 2021 poky

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

Ne 2243 Bix 05.10.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«Hocmimkennst da3u 2 3actocyBanHs npernapaty INCB086550 (inriditopa PD-L1 mns mepopansHoro
pUHOMY) B YYaCHUKIB JAOCIHI/PKEHHS 13 BUOPAaHUMM COJITHUMH MyXJIMHAMM, 110 PaHille He OTPUMYBaJIN
JIKYyBaHHS 1HT101TOpaMH IMyHHUX KOHTpOJbHHUX Touok», INCB 86550-203, Bepcis 2 3 iHKOPIOPOBAHOIO
nonpakoro 1 Big 08 Gepesnst 2021 poky

3asiBHUK, KpaiHa

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

CnoHcop, kpaiHa

Incyte Corporation, United States

CynyTHi
MaTepiaau/mpenapaTu
| CyIyTHBOI Teparii

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NMe4eHHS Isan 3AZIBOPHUX




Honatok 31
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

9.12.2021 Ne 2743

Inentudikaris CyrTeBoi
MOTIPaBKH

bpomypa nocnigauka Enzanmyramin (MDV3100), Bunanns 12.2 Big 24 gepBusa 2021 poky, aHTIIIHCHKOIO
MoBoto; Popma iHpopmosanoi 3romu, Bepcist V11.1UKR(uk)1.0 Big 04 xoBtHs 2021 poky, mepekian
ykpaiHcbkoro MoBoto Binm 05 mwmcromama 2021 poky; @Dopma iHbOpMOBaHOI 3roAu, Bepcist
V11.1UKR(ru)1.0 Big 04 sxoBTH: 2021 poky, nepekian pociiickkoro MoBoto Bif 05 nmucromana 2021 poxy

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«Hdocmimxenns «PROSPER»: Mixnapoane, panaomizoBaHe, NOJBiiHE ciine, ianedo-KOHTPOIbOBaHE
nocmimkeHHss ¢azu 3 Ansg OUiHKM e(eKTHBHOCTI Ta OE3MeYHOCTI eH3alyTaMiny Vy TAalli€eHTIB 3
HEMETACTATUYHUM KacTpaT-pe3UCTEHTHHM PaKOM IMepeaMixypoBoi 3amo3n», MDV3100-14 (C3431005),
Bepcid S Bij 26 ciunst 2018 poky 3 IHKOPIOPOBAHOIO MOIMPABKOIO 4

3asiBHUK, KpaiHa

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

CrnoHcop, kpaina

«Meniseiis, [Hk.» (Medivation, Inc.), no4ipHs KoMnaHis, 110 nepeOyBae y MOBHIM BIaCHOCTI KOMIaHIl
«[Iaiizep Tux.» (Pfizer Inc.), CIIIA (Medivation, Inc., a wholly owned subsidiary of Pfizer, Inc., USA)

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JonaTok 32

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK IO IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

9.12.2021 Ne 2743

Inentudikaris CyrTeBoi
MOTIPaBKH

bpomypa nocnmigauka ®inrorinio, BumanHs 16 Bim 02 BepecHs 2021 poky, aHIIIHCHKOI MOBOIO;
Iadopmarniitnuii mucTok mamieHTa Ta ¢dopma iHpopmoBaHoi 3roam, Bepcis VS5.0UKR(uk)1.0 Bim 26
xoBTHs 2021 poky, nepekiiaj ykpaiHcbkoro MoBoro Bia 05 mucronaaa 2021 poky; [Hdopmariiinuii tucTok
narfienra ta ¢popma inpopmosanoi 3roau, Bepcis VS5.0UKR(ru)1.0 Bix 26 xoBtHs 2021 poky, nmepexian
pociiicbkoro MoBoIo Bif 05 nucromana 2021 poky

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1753 Bix 06.08.2019

Ha3ssa xminiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBaHe, mojBiiiHE ciiine, Mianed0-KOHTPOIbOBAaHE JOCHIIKEHHS (Ga3u 2 Ui OLIHKHU BIIMBY
¢1IroTiHIOY Ha mapaMeTpu CIepMH Y JIOPOCIHMX YOJIOBIKIB 13 aKTUBHUM PEBMATOIHUM apTPUTOM,
NICOPIaTUYHUM  apTPUTOM, aHKIJIO3YOUMM CIOHAWIITOM a00 JOPEHTICHOJIOTIYHMM  aKClaJbHUM
cnonaunoaprpurom», GLPG0634-CL-227, Bepcis 2.0 3 iHkopnopoBaHoro nonpaskoro 1.0 Bix 26 TpaBHA
2020 poky

3asBHUK, KpaiHa

[TinmpuemctBo 3 100% 1HO3EMHOIO 1HBECTUIIIEIO «AVK’IOBIA PIIC VYkpaina»

Crnoncop, kpaina

Galapagos NV, benbris

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

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




Jonatok 33

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX

BUINIPOOYBaHb»U
9.12.2021 Ne 2743

Inentudikaris CyrTeBoi
MOTIPaBKH

Bpomypa nociigauka eBosmokymad, Bumanas 16.1 Big 02 Bepecust 2021 poky, aHTTiHCEKOK MOBOO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 459 Bin 18.05.2016
Ne 767 Bin 02.04.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«baraTomeHTpoBe, BIIKPUTE, PO3IMIMPEHE MOCIIPKCHHS B OJHIA Tpymi s OIHKH JIOBIOCTPOKOBOT
0€3MEeYHOCT] JIIKYBaHHS €BOJOKYMaOOM Y MAIli€HTIB 13 KJIIHIYHO MaHI()eCTOBAHOIO CEPIIEBO-CYIUHHOIO
xBopoOotoy», 20130295, inkoprniopoBanuii monpaskoro 3 Bix 26 mrotoro 2020 poky;

«[loxBiitHe cmime, paHAOMIi30BaHe, MIae00-KOHTPOIbLOBAHE, OAraTOLEHTPOBE TOCHIMKEHHS ISl OI[iHKU
BIUIUBY €BOJIOKYMaOy Ha CepHO3HI CEepLEeBO-CYIMHHI YCKJIAJAHEHHsI y MAalllEHTIB 3 BHUCOKHM PH3UKOM
PO3BHUTKY CEpLIEBO-CYIIMHHUX 3aXBOPIOBaHb 0€3 MOINepeIHbO IepeHeceHoro iHdapkTy Miokapia abo
1HCYIBTY», 20170625, iHKOpriopoBaHUI OHOBIIEHOI NonpaBkolo 3, Big 30 xoBTHA 2020 poky

3asiBHUK, KpaiHa

IianpuemcTso 3 100% inozemuo0 inBecTHIie0 «AMK TOBIA PJIC Ykpaina»

CnoHncop, kpaina

«AmxkeH [HK.» (Amgen Inc.), CIIIA

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




Honatok 34

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

9.12.2021 Ne 2743

Inentudikaris CyrTeBoi
MOTIPaBKH

[TonoBxeHHS TEpMiHY ITPOBEACHHS KJIIHIYHOTO BUIIPOOYBaHHs B YKpaiHi 10 30 uepBHsa 2022 poky

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 621 Bix 24.09.2015

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PanmomizoBane, 6araToneHTpoBe, MmoaBiitHe ciirne nociimpkenHs 11 pa3u mandonukinidy Ta nerykcumady
B TOpIBHAHHI 3 I[ETYKCMMaOOM TMpu JIIKyBaHHI NAamiioMaBipyC-HEraTWUBHHUX MAlli€HTIB 13
PEeIHMINBYIOYOI0/METACTa3yI0YO0I0 TUIOCKOKIIITHHHOI KAapIIMHOMOIO TOJIOBH Ta WIHMi, IO paHilie He
OTpPUMYBAJIU JIIKYBaHHs LETYKCUMaOOM, Micisi Hee()eKTUBHOCTI OJHI€T ONepeHbOI CXeMH XiMioTepartii,
0 BKJIIOYaja mpenapatu ruiatuHu», AS5481044, 3 iHKopropoBaHOIO TompaBkoio 2 Bix 31 Oepe3Hs
2016 poky

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

Cnoncop, kpaina

[aiizep Iuk. [Pfizer Inc.], CIIIA

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonatok 35
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK 710 MTPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

9.12.2021 Ne 2743

Inentudikaris CyrTeBoi
MOTIPaBKH

JIoBiTHUK 13 BUKOHAHHS Bi3uTiB, Bepcis 1 Bim 12 sxoBTHS 2021, ykpaincekor mopow (JZLC-UK-UK-
VISIT-GUIDE-V1-10122021); HoBimHuK i3 BHKOHaHHS Bi3uTiB, Bepcis | Bim 12 sxoBtHa 2021,
pociiicbkoro MoBorw (JZLC-UK-RU-VISIT-GUIDE -V1-10122021); KapTka-naraayBaHHs Ui Halli€HTIB,
Bepcis 1 Bix 12 xoBtHs 2021, ykpaincekoro Moot (JZLC-UK-UK-APPT-REM-CARD-V1-10122021);
Kaprka-naragyBanns st nauieHTiB, Bepeis 1 Big 12 sxoBtHs 2021, pociiicbkoro moBoro (JZLC-UK-RU-
APPT-REM-CARD -V1-10122021); Kaprka-momsika mis mamieHTiB, Bepcis 1 Bim 12 sxoBtHs 2021,
ykpaincpkoro Moo  (JZLC-UK-UK-THANK-YOU-CARD-V1-10122021); Kaprtka-oaska ans
narienTis, Bepcis 1 Bix 12 sxoBtHs 2021, pociiicekoro Mmoot (JZLC-UK-RU-THANK-YOU-CARD -V1-
10122021)

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

Ne 1326 Bix 02.07.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«EMBER-3: PangomizoBane, Biakpute ngociijpkeHHs 11 ¢asu s nmopiBHSIHHS JIIKYBaHHS IpenapaToM
LY3484356 Ta nikyBaHHS €HIOKPHWHHOIO TEpami€lo 3a BUOOPOM JOCIITHUKA Y MAIIEHTIB 3 MICIEBO-
MOIIMPEHUM a00 MeTacTaTUYHUM PaKOM MOJIOYHOI 3aJI03M 3 MO3UTHBHUM CTaTycOM peLeNnTOpiB
ecTporeny Ta HeratmBHHM ctraTtycoM HER2, siki panime oTpuMmyBaiv €HAOKPHHHY Tepamitoy» , J2J-OX-
JZLC, Bepcis 1.0 Big 15 6epesnst 2021 poky

3asBHUK, KpaiHa

«Eni Jlinmi Boctok CAy, [lBeiinapis

CnoHcop, kpaiHa

Emi Jlinmi eng Kommani, CIIA / Eli Lilly and Company, USA

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Isan 3AZIBOPHUX




Jonatok 36

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

9.12.2021 Ne 2743

Inentudikaris CyrTeBoi
MOTIPaBKH

Yactuna 1, Indopmaris mis namienta 1 popma inpopmosanoi 3roau, Yactuna 2, @opma iHGOpMOBaHOT
sroau, Yactuna 3, [omatkoBa [Hdopmaris, mis Ykpaiau, Bepcis 4.0 Bix 05 mucromana 2021 poky, Ha
ocHOBI Maiictep-Bepcii @I3, Bepcis 6.0 Bix 26 sxoBTHs 2021 poKy, aHIUTIHCHKOIO Ta YKPATHCHKOIO MOBaMU;
Honarox no Yactuna 1, Indopmanis ans mamieHta i ¢popma iHpopmoBaHoi 3roam, Yactuna 2, @opma
iHpopmosanoi 3roau, Yactuna 3, JlomarkoBa Indopmaris, mis Ykpainu, Bepcisa 4.0 Bix 05 nucromana
2021 poky, Ha ocHOBi Maiictep-Bepcii @I3, Bepcis 6.0 Big 26 xoBTHS 2021 poKy, aHTIIHCBKOIO Ta
ykpaincbkoro moBamu; Jlogatok 1.00 mo bpomrypu mocmimnuka Bepcii 3.0, Big 20 xostHS 2021 poky,
AHTITIHCHKOI0 MOBOIO.

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

Ne 187 Bin 05.02.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PangomizoBaHe, MOJBIMHE cIime, Mmiane00-KOHTPOIbOBaHE, 0araTOIEHTPOBE JOCTIHKEHHS ISl OLIIHKU
e(EeKTUBHOCTI, O€3MEeYHOCTI, NEePEeHOCUMOCTI, (apMaKOKIHETUKH 1 (apMaKkoAMHAMIKKA Mpenapary
GLPG3970 npu mnepopalbHOMY 3aCTOCYBaHHI MPOTATOM 12 TWXKHIB y JOPOCIUX OCI0 3 aKTUBHUM
nepsuHHUM cuHapoMoM Hlerpena», GLPG3970-CL-207, Bepcia 7.0, Ilompaska 6 Bix 12 TpaBHsa 2021
POKy

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIVIOPATOPI MEAICIH», Ykpaina

Cnoncop, kpaiHa

Tananaroc HB (Tananaroc HB), Bensris/ Galapagos NV, Benbris

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

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




Honatox 37

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KITHIYHUX

BUIIPOOYBaHb»
9.12.2021 Ne 2743

Inentudikaris CyrTeBoi
MOTIPaBKH

bpomypa mns mocmimaumka 3 mperapaty IPN10200 (mrBoNT-AB), ocratouna penakmis 2.0 Bim 16
BepecHs 2021 p.

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2672 Bix 01.12.2021

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«KommuiekcHe 6aratoneHTpoBe paHaoMi30BaHe, NOABIHHO ciine gocuimpkeHHs I/11 ¢asu, mo npoBoauTbes
3 BHUKOPUCTaHHSIM Mpemnapary mnopiBHsAHHSA Jlucmopt 1 miamebo 3 METOI OIHKK Oe3MedHOCTi iU
epexTuBHOCTI mpenapary IPN10200 y 30inbpiryBanux qo3ax i migOopy HOro ONTHMAaibHOI O3 JUIS
JIKyBaHHS CIIACTUYHOCTI BEPXHIX KIHIIBOK Yy Jopociux mnamientiBy, D-FR-10200-001, ocrarouna
penaxkiis 1.0 Big 11 mucronana 2020 p.

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIJIITIOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

CrnoHcop, kpaina

«Incen InnoBeimn» [Ipsen Innovation], ®panuis

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0€e3Me4YeHHs

IBan 3AZIBOPHUX




Jonatok 38

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK IO IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

9.12.2021 Ne 2743

Inentudikaris CyrTeBoi
MOTIPaBKH

OnHoBneHu# TPoTOKO 3 monpaskoro 6 Bixg 30.09.2021 p.

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 636 Bix 22.03.2019

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PanmomizoBaHe, Mmaneb0-KOHTPOJIbOBAHE, TOABIHHE CIIiNe KIiHIYHE AOCTiKeHHS 3 (a3u mpemnapary
Hipanapu6 y xomOinanii 3 AGiparepona Amnerarom Ta IlpennizoHom y mopiBHSHHI 3 AOipaTtepoHa

Anerarom ta [IpenHi30HOM IS JIIKYBaHHS HAIi€EHTIB 3 METACTATUYHUM PAKOM MEPEAMIXypPOBOI 3371031,
64091742PCR3001, Amendment 5 Bix 29.01.2021

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CrnoHcop, kpaina

«IHCCEH ®APMAIIEBTUKA HB», benbris

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepaabnoro jupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3A/IBOPHHUX




