Honatok 1

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpainu «IIpo 3aTBepaKEeHHS CyTTEBUX
MOTIPaBOK Ta BHECEHHS 3MiHM JI0 JOAATKA
Ne 7 no nakazy MiHicTepcTBa OXOPOHH
310poB’st YKpainu Bix 26 TpaBHs 2021 poky
Ne 1036»

01.07.2021 Ne 1313

InenTudikanis cyrreBoi
MOTIPaBKU

OHOBJIEHHH MPOTOKOJ KIIHIYHOTO jAociipkeHHs MAA-202, penmakuis 3riHO 3 ToOmNpaBkor | Bix
02 mororo 2021 p.; CHHOIICUC OHOBJIEHOTO MPOTOKOJY KIIHIYHOTO AociimkeHHs MAA-202, penaxiis
3rigHo 3 mompaskor 1 Big 02 mororo 2021 p., mepekiian 3 aHTITIMCHKOI MOBH Ha YKpaiHChKY MOBY BiX
07 xBitHs 2021 p.; JlokanpHa mompaBka 1.1 10 MPOTOKOMY KIIHIYHOTO BUIMPOOYBaHHS (JIUIIE IS
VYkpaian) Bixg 26 Oepesns 2021 p., mepeknaa 3 aHTIIHCHKOI MOBH Ha YKpaiHChKYy MOBY Bif 06 KBITHA
2021 p.; lndopmaris mig manienrta ta popma iHPOPMOBAHOT 3roiu, OcTaTouHa peaakiis 2.0 aa Ykpainu
Bix 21 kBiTH 2021 p., ocTaTouHUi Nepekaa 3 aHTIIHCHKOI MOBH Ha YKpPAiHCBKY MOBY BiJ 26 KBITHA
2021 p., ocTaTo4HMIA NIepeKIIaj 3 aHTIIIHCHKOI MOBH Ha pOCiiicbky MOBY Bin 26 kBiTHs 2021 p.; @opma s
BIIIKOAYBaHHS BUTpaT mnamieHnta kommaniero "Ckayr Kmimikan", pemakmis 2.0 mns Ykpaiau Bifg
22 OGepe3ns 2021 p., ocTarouHuil mepekiaj 3 aHMIIHCHKOI MOBM Ha YKpaiHChKy MOBY Bifg 09 KBiTHA
2021 p., ocTaToYHMI NepeKIaj] 3 aHIJINHChKOI MOBU Ha pociiicbkky MoBY Bia 09 kBiTHs 2021 p.; Tekct
€JIGKTPOHHOIO IOJICHHUKa marjienTa, Bepcis 3.0 Big 12 sxoBTHA 2020 p. aHIIiMCHKOIO, YKPATHCHKOIO Ta
pociiicbkoro moBamu; [llogenHuk namienTa, octatoyna peaakuis 1.0 s Yxpaiau Big 30 6epesnst 2021 p.,
OCTaTOYHMH MEepeKyIaj 3 aHIMHChbKOT Ha yKpaiHebKy MOBY Bix 20 kBiTHS 2021 p., ocTaTOYHMI nepekan 3
aHryifcekoi Ha pociiicbky MoBy Bifg 20 kBiTHS 2021 p.; IlociOHMK KopuCTyBaya 3 BUKOPHUCTaHHS
eJleKTpoHHOro mojaeHHuka (eDiary) MAA-202, Bepcis: Bep. 1.0, nepeknanena Bepcis Bix: 04 rpyaeHs
2020 p. (ykpaiHChKOIO MOBOIO), mepekiaaeHa Bepcis Bix: 04 rpynenb 2020 p. (pociiichbKOIO MOBOIO);
CrenianibHe CHOBILIEHHS €JIEKTPOHHOro MojeHHMKa (HaranyBaHHs m©po 3alOBHEHHS IOJCHHUKA
KkpoBotey) Bepcis Bia: 02 BepecHs 2020 p., nepeknaneHa Bepcis Big: 18 BepecHs 2020 p. (YkpaiHCBKOIO
MOBOI0), MepektaieHa Bepcis Bia: 18 Bepecust 2020 p. (pociiickkoro MOBOI0); CKpIHIIOTH IIOJCHHUKA IS
mamieHTa (s 3amoBHEHHS Ha enekTpoHHomy mnpuctpoi Patient Cloud i0S 2020.6.1), penmakiis
YKpaiHChKOIO MOBOIO JUIsl YKpainu BiJ 19 motoro 2021 p., penakiisi pociiicbkoro MOBOO /Uit YKpaiHu Bij
11 motoro 2021 p.; 3miHa HA3BH MICIIS TPOBEACHHS KIHIYHOTO JOCTIHKCHHS:

Byno Crano

A.M.H. Cracummz O.B. A.M.H. Cracumuz O.B.
JepxaBHa ycranoBa «lHcTuTyT marosorii kposi | /lepskaBHa yctaHoBa «IHCTUTYT HaTOJIOTIi KpPOBI
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IIponoBxenHs nonarka I

Ta TpaHcdy3iiHOi MemunuHd HamioHaabHOT
akajgeMii MeIUYHUX HAyK YKpaiHw», BiITIICHHS
Xipyprii Ta KiaiHIgHOI Tpancdysziomorii, M. JIbBIB

Ta TpaHcy3iiHOT

meauiuHu  HamioHansHOT
akajemii MeIUYHUX HAyK YKpaiHWy», BiIIUICHHS
3arajpHOl Ta TeMaToJIOTi4HOI Xipyprii, M. JIbBIB

Howmep ta nara Hakasy
MO3 o0 3aTBEpaKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 310 Bix 23.02.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTta

«docmimkennss /Il ¢da3u, mo

IIPpOBOAUTHCA

3 MCTOIO

BUBUYCHHAA

dbapMaKkOKIHETHYHHX 1

(hapMakoIMHAMIYHUX BIACTHBOCTEH, a TAKOXK OI[IHKK O€3MEeYHOCTI i €(PEeKTHBHOCTI Map3eNTaKOry aibda
(aKTUBOBAHOI0) TpU JIKYBaHHI €Mi30JWYHMX KPOBOTEY Yy MAII€HTIB 31 CIAaJKOBUMHU MOPYUICHHSIMHU
3ropTaHHs KpoBi», MAA-202, penakuis Big 19 wepBus 2020 p., nokanpHa nomnpaska 1.0 10 mpoTokoy
KJIiHIYHOTO BUNpoOyBaHHs (muie Ay Ykpainu) Bin 04 ciunsg 2021 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITIOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

CrnoHncop, kpaina

«Kertemnict baiiocaiiencus lakoprioperiteny [Catalyst Biosciences, Inc.], CLIIA

CynyTHi
MaTtepiaiu/mpenaparu
CYMYTHBOI Tepamii

B.o. renepasibuoro aupexkropa /[upekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX



JonaTtok 2

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpainu «IIpo 3aTBepaKEeHHS CyTTEBUX
MOTIPABOK Ta BHECEHHS 3MiHHM JI0 J10/1aTKa
Ne 7 no nakazy MiHicTepcTBa OXOPOHH
310poB’st YKpainu Bix 26 TpaBHs 2021 poky
Ne 1036»

01.07.2021 Ne 1313

InenTudikamis cyrreBoi
MOTIPaBKU

Bpomrypa nocnigHuka Ha JOCHTIDKYBaHHMH JiKapchkui 3aci® mermerakoruian (APL2), Bepcis 9.0 Big
07 rpyanst 2020 p, aHrmaiicbkor0 MOBO; JloJaToOK 10 MPOTOKOY KiIiHIYHOTO BunipoOyBanus APL2-ALS-
206, mompaBka 3.0 Big 27 mumas 2020 p. «COVID-19 Addendum 3.1» Bim 17 rpymas 2020 p.,
aHrmificekoro MoBoro; JlokymenT miogo BakuuHanii «Apellis COVID-19 vaccination position» Bif
16 rpymas 2020 p., aHNTCHKOIO MOBOIO; Po3apykoBaHe 300pa)K€HHSI TEKCTY BiJIe0 MO0 IMiIIIKiPHOI
iH(Yy31i, aHITICHKOI0 MOBOIO, YKPAaiHCHKUU Ta pOCiiichKUN mepekian; BriroueHHs HemoCHiIKyBaHUX
mikapcekux 3aco0iB (BakuuH): 1)[IpeBenap 13, cycmeH3sis ans iH €KIid; BakIMHA ITHEBMOKOKOBA
noJricaxapyu/JiHa KOH I0roBaHa (TpUHAALATUBAIECHTHA, afcopOoBaHa); | monepeaHbo 3allOBHEHUH IINPHIL
0,5 M nmus OXHOPA30BOTO BHKOPHCTAaHHS 3 BIJIOKPEMIJICHOIO TOJKOK. /IS BHYTPIIIHBOM SI30BOTO
3actocyBaHHA. BupoOnuk - Pfizer Manufacturing Belgium N.V., Belgium; 2) [IHEBMOBAKC 23,
PO3YMH I 1H €KII y MonepeaHb0 3alOBHEHOMY IIIPHIN; BaKLMHA THEBMOKOKOBA MoJjicaxapuaHa; |
nornepeaHbo 3anoBHeHUH mmpui 0,5 M1 1 0HOPa30BOr0 BUKOpUCTaHHA. JlJi1 BHYTPIIIHBOM S30BOTO
abo mimmkipHoro 3acrocyBaHHsi. Bumpoommk - MERCK SHARP & DOHME B.V. THE
NETHERLANDS; 3) Bekcepo, cycnen3sist s iH €KL y MonepeaHbo 3alOBHEHOMY LINPUIl; BaKIIMHA
IIPOTH MEHIHTOKOKY ceporpynu B (pekoMOiHaHTHa, KOMIIOHEHTHa, ajcopOoBaHa); | momnepenHbo
3allOBHEHUH WIMpHIl JUIsI OJHOpa3oBOro BukopuctaHHs (0,5 M) B KOMIUIEKTI 3 roikamu. Jlns
BHYTPIIIHEOM SI30BOT0 3acTocyBaHHs. Bupoouuk - Glaxosmithkline vaccines S.R.L, Italy; 4) Himenpukc,
MOPOIIOK Ta PO3YMHHUK JJISl PO3YMHY Ui 1H €KUIN y MONepeHbOo 3anoBHeHOMY Hmnpulll; Kon’rorosana
BakllMHA Ui MpO(iTaKTUKK MEHIHroKokoBoi iHdekuii ceporpyn A, C, W-135 ta Y; 1 ¢nakon 3
MOPOIIKOM B KOMIUIEKTI 3 po3unHHUKOM 0,5 M1 y nonepeaHbo 3arnoBHeHoMY mmpuii Nel, 2 ronku. Jlns
BHYTPIIIHEOM SI30BOT0 3acTocyBaHHs. Bupoonuk - Pfizer Manufacturing Belgium N.V., Belgium

Howmep Ta nata Hakazy
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 310 Bix 23.02.2021




2 IIponoBxeHHs qomarka 2

Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta JaTta

«PangomizoBaHe, ToJBifiHE cCiine, IJIANEe00-KOHTPOIbOBaHE, OaraTOIIEHTPOBE KIIHIYHE JOCIIHKCHHS
¢dazu 2 3 METOr OMIHKH Ee(PEeKTHBHOCTI Ta OE3MEYHOCTI NErHeTaKOIUIaHy Yy MaIli€HTiB 3 OlYHUM
amiotpodiuaum ckiepozoM (BAC)», APL2-ALS-206, nonpaska 3.0 Bix 27 aumnus 2020 p.

3asiBHUK, KpaiHa

TOB «BOPJIJIBAMJI KJITHIKAJI TPAIIC YKP»

Cnouncop, kpaina

Amnemnic @apmackrorikaic [k, CIIA (Apellis Pharmaceuticals, Inc., USA)

CynytHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Teparii

B.o. renepanbHoro iupexkropa Jlupexropary
(papmaneBTHYHOTrO 3a0€e3MeYeHHS IBan 3AZIBOPHUX




Jonatok 3

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYxpaiau «[Ipo 3aTBEpIKEHHS CYTTEBUX
MOTIPABOK Ta BHECEHHS 3MiHHM JI0 J10/1aTKa
Ne 7 no nakazy MiHicTepcTBa OXOPOHH
310poB’st YKpainu Bix 26 TpaBHs 2021 poky
Ne 1036»

01.07.2021 Ne 1313

InenTudikamis cyrreBoi
MOTIPaBKU

Bpomypa nocninauka EDP-938, Bepcist 3.0 Big 15 rpynus 2020 p., aHMIIiHCHKOI0 MOBOIO; [H(opMartis ams
namieHTa Ta ¢opma iHpopMoBaHOi 3roau s YKpaiHu, aHTJIiiChKO0 MOBOMO, Bepcis 5.0 Bing 14 kBiTHSA
2021 p.; Indopmarnis ans namienta ta ¢popma iHGOPMOBaAHOI 3rou I YKpaiHH, yKPAaiHCHKOI0 MOBOIO,
Bepcis 5.0 Big 14 kBitHs 2021 p.; [ndopmaris pis narienTa Ta gopma iHGOPMOBAHOI 3rou uIsl YKpaiHu,
pociiicekoro MoBOIO, Bepeia 5.0 Bix 14 xBitHs 2021 p.; [ndpopmanis ta Gpopma iHpopmMoBaHOT 3roau A
naijieHta Ta HOro mnapTHepKM Ha 30ip JaHMX MpO IXHIO HOBOHAPO/XKEHY IUTHHY s YKpaiHw,
aHTIIHChKOI0 MOBOIO, Bepceis 3.0 Bix 23 6epe3ns 2021 p.; [ndopmaris ta popma iHPOopMOBaHOI 3roaH IS
naijieHta Ta HOro mnapTHepKM Ha 30ip JaHMX IpO IXHIO HOBOHAPO/DKEHY JAWTUHY Ul YKpaiHu,
YKpaiHChKOIO MOBOO, Bepcist 3.0 Bix 23 O0epesnst 2021 p.; [Hpopmartis Ta hopma iHGopMOBaHOT 3rou AJist
naifieHTa Ta Horo napTHepKku Ha 30ip JaHUX MPO iXHIO HOBOHAPOXKEHY NUTUHY s YKpaiHH, pOCiiiCbKOI0
MoBoI0, Bepcis 3.0 Bix 23 6epesnst 2021 p.; [ndopmartis Ta popma iHPOpMOBaHOT 3TOAM AJIS MAIEHTKU Ta
il mapTHepa Ha 301p JaHUX MPO IXHIO HOBOHAPOKEHY AUTUHY Ul Y KpaiHH, aHTJIHCHKOI0 MOBOIO, BEPCis
3.0 Big 23 6epe3ns 2021 p.; [npopmanis ta popma iHPOPMOBaHOT 3ro/In JUI MALIEHTKU Ta ii MapTHEpa Ha
30ip JaHMX Npo iXHIO HOBOHAPOKEHY AMTUHY JUuld YKpaiHM, yKpaiHCbKOIO MOBOM0, Bepcid 3.0 Bix
23 6epesns 2021 p.; [npopmanis ta popma iHPopMOBaHOT 3rou A NAIEHTKH Ta ii mapTHepa Ha 301p
JAHUX PO IXHIO HOBOHAPOJPKEHY AUTUHY A YKpaiHH, pociiicbkoro MoBolo, Bepcis 3.0 Bix 23 OepesHs
2021 p.; [apopmaris Ta Gopma iHpopMoBaHOT 3roju ISl BariTHOI MAapTHEPKHU MAIlieHTa AJis YKpaiHu,
aHrJiicpKoI0 MOBOO, Bepeid 4.0 Bin 23 Gepes3ns 2021 p.; Indopmaris Ta popma iHPopMOBaHOI 3roaAM IS
BariTHOI MapTHEPKU MalieHTa A YKpaiHH, yKpaiHChKOIO MOBOMO, Bepcis 4.0 Big 23 Oepesns 2021 p.;
[ndopmariis Ta popma iHPOpPMOBaAHOI 3roAM AJIS BariTHOI MAPTHEPKH HAIlleHTa JUIsl YKpaiHH, poCiiicbKoro
MoBoIo, Bepceis 4.0 Big 23 Gepesns 2021 p.; ocke nocniaxyBaHoro Jikapcbkoro 3acody EDP-938, Bepcis
6.0 Bix 22 6epe3ns 2021p., aHTITIHCHKOIO MOBOIO




[IponoBxeHHs nonarka 3

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

Ne 2674 Bix 18.11.2020

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBaHe, MoABiiHE cline, mIaned0-KOHTPOIbOBaHE JOCITIKEHHS da3u 2b Ui OIiHKY Tpernapary
EDP-938, mo 3acTOCOBYETHCS OpaJbHO JUISl JIIKYBAHHS TOCTPOi 1H(EKINT BEPXHIX NUXaIbHUX ILIAXIB,
BUKITMKAHOI PECIipaTOpHO-CHHIUTIAIBHUM BipycoM y amOymartopHux popociux mauieHTiB (PCBII)»,

EDP 938-102, Bepcis 5.0 (rmobanpHa nonpaka 4.0) Big 20 tpasHs 2020 p.

3asBHUK, KpaiHa

ToBapuctBo 3 OOMmexeHoro BimnmosimanpHicTio «KoHTpakTHO-/{ocmimuunpka Opranizamis IHHODapMm-

Ykpaina»

Cnoncop, kpaiHa

Enanta Pharmaceuticals, Inc., USA

CynyTHi
Marepiaiau/mpenaparu
CYITYTHBOI Tepartii

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

Isan 3AZIBOPHUX




Honatox 4

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTPABOK Ta BHECEHHS 3MiHH JI0 10J1aTKa
Ne 7 no nakazy MiHicTepcTBa OXOpOHH
310poB’st YKpainu Bix 26 tpaBHsa 2021 poky
Ne 1036»

01.07.2021 No 1313

Inentudikaris cyrreBoi
MOTIPaBKH

Honatok no mpotokony 20-AVP-786-306, mompaska 1, Bepcis 2.0 Big 30 Oepesns 2021 p.; Hocke
JOCITIKYBAHOTO JiKapchkoro 3aco0y AVP-786, Bepcis 6.0 Big 04 rpyanst 2020 p.; [logoskeHHS TepMiHY
MPUAATHOCTI AOCIIIKYBaHOTO Jlikapcbkoro 3aco0y AVP-786 18mr / 4,9mr ta AVP-786 42.63 mr/ 4,9wmr,
Karcyn, Ta 1amne6o, 1o 60 wmicsamiB; 3MiHa Ha3BH 3asBHHKA KiiHiYHOTO BHIpoOyBanHs 3 TOB «IHC
Pecepu Vkpaina» na TOB «Cineoc Xenc VYkpaiHa»; 3alydeHHS AOJATKOBUX MICIb IMPOBEICHHS

BUNIPOOYBaHHS:
Ne I1.1.B. BiAIOBIMAJILHOTO HOCHITHUKA
/1 Hazpa Micuig mpoBeieHHS KJIIHIYHOTO BUITPOOYBAHHS
1 I.M.H. Mopo3 C. M.

KomyHnanene mignpueMctBo  «/[HimpomeTpoBchka oOnacHa — KJIHIYHA — JIKApHSA  IM.
I.I. MeunukoBay» JlHinponeTpoBcbkoi obmacHoi pagu», OOJacHUN LEHTP NCHUXOCOMATUYHHUX
po3aUTiB HA 6a3i ICUXOHEBPOJIOTIYHOTO BIJUIIICHHS, M. JIHIpO

2 K.M.H. bnaxxesny 10.A.
Komynanene Hexkomepuiiine mianpuemctBo — «Kuminiuna  mikapHs — «[ICUXIATPIS»»
BUKOHaBuOro oprany KuiBcbkoi Micekoi paau (KuiBcbkoi MiChKOT epkaBHOI aJMiHICTpallii),
I{eHTp nepBMHHOIO MCUXOTUYHOI'O €Mi30/1y Ta CyYaCHUX METO/IB JIIKyBaHHs, M. KuiB

3 K.M.H. 3akans K.IO.
KomynansHe HekomepuiliHe mianpueMcTBO JIbBiBCbKOi oOmacHoi paau «JIpBiBcbka obOiacHa
KIIIHIYHA MICUXiaTpyU4Ha JiKapHsy, BigauieHHs Ne20, M. JIbBiB

Howmep ta nara nakasy Ne 762 Bin 20.04.2021

MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS




2 [IponoBxenns gonarka 4

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«bararorieHTpoBe, paHIOoMi30BaHe, MOABIHE ciine, miane0o-KOHTPOJIbOBaHE JOCHIKeHHs (a3 3 s
OIiHKM €(EeKTUBHOCTI, Oe3MeyHOCTI Ta mepeHocuMocTi mnpemnapary AVP-786 (meyaexcrpomeropdany
rinpobpomin [d6-DM]/xiniguny cynedat [Q]) mns JiKyBaHHS aXUTalii B MAaLi€HTIB 13 JEMEHIIE0
anpIreiimepiecrkoro tuiy», 20-AVP-786-306, Bepcis 1.2 Big 29 kBiTHs 2020 p.

3asBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

Cnoncop, kpaiHa

Avanir Pharmaceuticals, Inc., USA

CynytHi
Marepiaiau/mpenaparu
CYNYTHBOI Tepamii

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




Honatox 5
10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTPABOK Ta BHECEHHS 3MiHH JI0 10J1aTKa
Ne 7 no nakazy MiHicTepcTBa OXOpOHH
310poB’st YKpainu Bix 26 tpaBHs 2021 poky
Ne 1036»
01.07.2021 No 1313

Inentudikaris cyrreBoi
MOTIPaBKH

OnHoBileHUH TPOTOKON KIiHIYHOTO nochimkenHsa, Bepcis 03 Bim 07 xBitHa 2021 poky aHITHCHKOIO
MOBOIO; [H(popMmamiifHuii AMCTOK marmieHTa Ta ¢opma iHpopmoBaHoi 3romu, Bepcis 3.0 Bim 20 KBiTHS
2021 poky ykpaiHCbKOIO Ta pociiicbkoro MoBamu; EQ-5D-3L, Ankera crany 300pOB’s, Bepcis BiX
2004 poky ykpaincekoro MoBoto st Ykpaiau; EQ-5D-3L, OnutyBanbHUK 1IOI0 CTaHY 3[0POB S, BEPCis
Bim 2006 poky pocilicbkkoro MoBowo s Ykpainu; TSQM-9, CkopoueHa aHkeTa Ha BCTAHOBIICHHS
3aJI0BOJICHOCTI MEAWYHUM TperaparoMm, Bepcis Binm 2007 poky ykpaiHChKOIO MoBor; TSQM-9,
CkopoueHuil ONMUTYBAIBHUK IOAO 33aJ0BOJIEHOCTI 3aCTOCYBAaHHS IJIIKAPCHKOTO IMperapary, Bepcis Bif
2007 poxy poCiiiCbKOIO MOBOIO

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

Ne 2487 Bin 17.12.2019

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«MixHapoHe, 0araToleHTPOBE, paHIOMi30BaHe, MOABIIHE cline, MIaned0-KOHTPOIbOBAHE JOCIiIKEHHS
¢a3u 3 B mapajienpbHUX rpynax y Mali€HTIB 13 peUuJUBHUMHU GopMamu po3cisHoro ckiepo3y (PPC) mis
OLIIHKM e(EeKTUBHOCTI, 0€3MEeYHOCTI Ta MEPEHOCUMOCTI TJaTHpaMepy aleTary Jerno, BHYTPIlIHbOM S30BOi
1H’€KIiT POJIOHTOBAHOI [Ii1, sika BBOJMTHCS OJIMH pa3 KOKHI wotupu TrokHI», Mapi GA Depot Phase 11 —
001, Bepcis 01 Bix 01 kBiTH 2019 poky

3asBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIIAJIBHICTIO «®APMACBIOTIKAJT PICEPY
ACCOVHIMENUTC YKPATHA» (TOB «®PA YKPATHAY)

Cnoncop, kpaiHa

Mapi Pharma Ltd., [3paine

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

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




Jomarok 6

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTPABOK Ta BHECEHHS 3MiHH JI0 10J1aTKa
Ne 7 no nakazy MiHicTepcTBa OXOpOHH
310poB’st YKpainu Bix 26 tpaBHs 2021 poky
Ne 1036»

01.07.2021 No 1313

InenTudikamis cyrreBoi
MOIPaBKU

3miHa Ha3BH 3asBHUKA KiIiHiuHOTO BHNpoOyBaHHs 3 TOB «IHC Pecepu Ykpaina» na TOB «Cineoc Xernc
VYkpaina»; OnoBnene Jlocke mocmiKyBaHoro Jjikapcbkoro 3aco0y CT-P42, Bepcis 2.0 Bix 11 mroToro
2020p.; BxiroueHHs 10IaTKOBHX MiCIlb TPOBEACHHS KJIIHIYHOTO BUIPOOYBAHHS:
No I1.1.B. BiAIIOBIIaJILHOTO AOCIIITHUKA
/1 Ha3zpa Micuig mpoBeieHHS KJIIHIYHOTO BUITPOOYBAaHHS

1 I.M.H., ipod. Ceprienko A.M.

MenuuHuii EHTP TOBapHUCTBA 3 OOMEXKEHOIO BiINOBIMANbHICTIO «OQTanpbMOIOridHa KITiHIKA
npodecopa Ceprienka», M. Binauis

2 I.M.H., ipo¢. 3aBropoans H.I'.

Menuunuii neHTp ToBapucTBa 3 00MEKEHOIO BIMOBITAIBHICTIO «Bizycy, M. 3anopixoks

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

Ne 762 Bin 20.04.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PannomizoBaHe, KOHTPOJIBOBAHE 332 AKTUBHUM IIpenapaToM, Mo/iBiiiHE MackoBaHe JTOCIIKeHHs Qa3u 3 B
napajeabHUX TIpymnax 3 OIIHKM edekTuBHOCTI Ta OesnedHocti mnpenapaty CT-P42 y nopiBHSHHI 3
npernapaToM AW y MalleHTIB 3 J1a0eTUYHUM MakyJaspHUM HaOpsikom», CT-P42 3.1, Bepcis 1.0 Bix
22 xoBTHA 2020 poky

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

CrnoHcop, kpaiHa

«CemnntpioH, [ak.» (Celltrion, Inc.), Pecmyonika Kopest

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Honatok 7

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTPABOK Ta BHECEHHS 3MiHH JI0 10J1aTKa
Ne 7 no nakazy MiHicTepcTBa OXOpOHH
310poB’st YKpainu Bix 26 tpaBHs 2021 poky
Ne 1036»

01.07.2021 No 1313

Inentudikaris cyrreBoi
MOTIPaBKH

OnHoBileHUH TPOTOKON KJIiHIYHOTO BUMpOoOyBaHHS M14-031 3 IHKOPHOPOBAaHOIO AIMIHICTPAaTUBHOIO
smiHoo 1 i IlompaBkoto 0.01 (timeku st @panmii), MicueBoro IlompaBkoro 1 mns SAnownii Ta
I'mo6ansuumu Ilonpaskamu 1, 2, 3,4, 5, 6, 7 ta 8 Big 16 rpynusa 2020 poxy; [Hpopmaris ans namieHra ta
iHpopMOBaHa 3roja Ha y4acTb y HAyKOBOMY JOCii/DKeHHi, Bepcis 9.1 mis Ykpainm Bim 02 yepBHs
2021 poky, ykpaiHCbKOIO Ta pocilicbkoro moBamu; Lllogennuk narienra, Bepcis Big 16 rpyans 2020 poky,
YKPaTHCHKOIO Ta POCIHCHEKOI0 MOBAaMU

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

Ne 248 Bix 09.03.2017

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararonieHTpoBe, paHIOMi30BaHe, MOJBIMHE cIine IOCHKeHHS (a3 3, y SIKOMY BHBYA€ETHCS
O6opTe3oMi0 Ta JeKcaMeTa3oH Y KOMOIHAIii 3 BEHETOKIakcoM a0o Iuianedo y Malli€eHTiB 3 PEeUUUBHOIO
a00 pedpakTepHOI0 MHOKMHHOIO MI€JIOMOIO 3 UyTJIHMBICTIO JI0 1HT10ITOPIB MpoTeacoM abo y Malli€HTIB, SKi
HE OTPUMYBAJIM JIKyBaHHS 1HT10ITOpamMu nporeacom», M14-031, 3 iHKOpropoBaHOIO AMIHICTPATUBHOIO
3miHoto 1, [Tompaskoro 0.01 (tineku qist @paniii), Micuesoro [lonpaskoro 1 qist Anowii ta I'moGansarMu
[TompaBkamu 1, 2, 3, 4, 5, 6 Ta 7 Bix 20 kBitHs 2020 poky

3asiBHUK, KpaiHa

«E60BI1 biopapmacsrotikanz ['MOX», IlIBeitnapis

CnoHcop, kpaiHa

E66Bi Iuk, CILIA / AbbVie Inc., USA

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

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




Homarok 8

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOMPABOK Ta BHECEHHS 3MIHU JI0 101aTKa
Ne 7 no nakazy MiHicTepcTBa OXOpOHH
310poB’st YKpainu Bix 26 tpaBHs 2021 poky
Ne 1036»

01.07.2021 No 1313

Inentudikaris cyrreBoi
MOTIPaBKH

3amy4yeHHs J0AATKOBHUX MICI[b MPOBEACHHSI KJIIIHIYHOTO BUNPOOYBaHHS:

Ne

/i

[1.1.B. BiAmOBIHAJILHOTO JOCHITHAKA
HasBa micus nmpoBeeHHs KIIIHIYHOTO BUIPOOYBaHHS

1

K.M.H. Anamuyk [".A.
Komynanene nignpuemctBo «KpHuBOpPi3bKUH OHKOJOTIYHUIN JucnaHcep» [IHimponeTpoBChbKoi
o0acHoi panuy, XiMioTepaneBTu4He BiaaiiaeHns, M. Kpuswii Pir

n.M.H. Ceinminekuii B.C.
HarnionansHu#l iIHCTHTYT paKy, HAYKOBO-JOCIIAHE BIIIJICHHS] OHKOT1HEeKoJorii, M. Kuin

nikap CinenbHikoB L.B.
KomyHnaneHe mianpuemMctBo «BonuHChkuii 00JacCHUM MEIUYHMA LEHTP OHKOJIOTII»
BonuHcbkoi 0071aCHOT pajid, OHKOJIOTIYHE XIMIOTepaneBTUYHE BiliIeHHs, M. JIyIbk

K.M.H. Cymuos J[.I'.
Komynanene Hekomepiiitne minnmpuemcrBo Cymcbkoi o0nacHoi pagu CyMmcbkuil oGacHHiMA
KJIIHIYHUIA OHKOJIOTIYHUHN JUCTIAaHCEP, OHKOTIHEKoJoriuyHe BiaiieHHs1, M. Cymu

K.M.H. ¥Ypcon I'.M.
[TpuBaTHE MIANPUEMCTBO NMPUBAaTHA BUPOOHNYA pipMa «ALMHYCY, JTIKYyBaJIbHO-A1arHOCTUYHUI
1eHTp, M. KponuBHUIBKUI

I.M.H., mpod. YepHobait A.B.
Komynanene mianpueMctBo «llonaraBcbkuil 0O6gacHUN KIIHIYHUN OHKOJIOTIYHHMM JUCIaHCep
[TonraBcrkoi 0651aCHOT paany, XiMioTepaneBTHYHE BiIIeHHs, M. [lontaBa

a.M.H. Hlampaii B.A.
Komynansue HexomepiriitHe mianpueMcTBo «l[loanbChKkuii perioHaTBHUN IEHTP OHKOJOTIL
Binnunpkoi 001acHoi paany, BIAITICHHS XiMioTepamnii, M. BiHHuIs
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Howmep 1a nara Hakasy
MO3 1010 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ha3ssa xiiniunoro
BUIIPOOYBaHHsI, KO/,
Bepcis Ta JaTta

«docmimkenns ¢asn 2 3 BuBYCHHA edekTUBHOCTI Ta OesmeuHocti Tucnenisymaby (BGB-A317),
MOHOKJIOHaJIbHOTO aHTuTiNa a0 PD-1, y moennanni 3 mpenaparom BGB-A1217, MOHOKIOHAJIEHUM
antutiaoMm 1o TIGIT, abo 6e3 HROTO B MAIIEHTOK 3 PEHUAMBYIOYMM a00 METaCTaTUYHUM PAKOM IMTUHKH
MAaTKH, AKi paHille OTpUMYBaJU JIIKYBaHHS 3 MPUBOLY AAHOTO 3axBoproBaHHs», BGB-A317-Al1217-202,
Bepcis 0.0 Bix 04 Bepecus 2020 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIJIAJIBHICTIO «®APMACBIOTIKAJT  PICEPY
ACCOVYUHIMENTC YKPATHA» (TOB «®PA YKPATHAY)

CnoHcop, kpaina

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

CynyTtHi
MaTepianu/mpenapari
CYNYTHBOI Teparii

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




Homarok 9

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTPABOK Ta BHECEHHS 3MiHH JI0 10J1aTKa
Ne 7 no nakazy MiHicTepcTBa OXOpOHH
310poB’st YKpainu Bix 26 tpaBHs 2021 poky

Ne 1036»
01.07.2021 Ne 1313
Inentudikaris cyrreBoi BxuroueHHs J0JJaTKOBUX MiCIIb TPOBEICHHS! BUTPOOYBaHHS !
MONPaBKH Ne I1.1.B. BiAIOBIAAILHOTO JOCIITHUKA
n/n HasBa micus nmpoBeeHHs KIIIHIYHOTO BUIPOOYBaHHS

1. | mixap [Ipumena B.B.

KomyHnanbshe HEKOMepliliHe i ATPUEMCTBO «ObnacHa KIIIHIYHA JiKapHs
iMm. O.®. T'epbaueBchkoro» JKutomupcekoi o007acHOI pajgy, HEBPOJOTIYHE BiAJIUICHHS,
M. JKutomup

2. | n.m.H., pod. Herpuu T.1.

KomyHnaneHe HekoMepuiiiHe mianpueMcTBo JIbBiBcbkoi oOnacHoi paau «JIbBiBchbka oOnacHa
KJIIHIYHA JIIKapHS», HEBPOJOTIUHE BIAAUICHHS, JIBBIBCHKMI HAIlOHAIHHUN MEIUYHUN
yHiBepcuteT iMeHi Jlanuna ["anuupkoro, kadenpa HeBpouorii, M. JIbBIB

3. | n.m.H., pod. Koswonkin O.A.

KomyHaneHe HekomepIiiitHe mianpueMcTBo «Micbka JikapHs Ne6y» 3anopi3bkoi MiCbKoOi paj,
BIJUIUIEHHS JIEHHOTO CTAI[lOHapy MOJIKJIIHIYHOTO BIUICHHS JUIsl HaJaHHS BTOPUHHOTO PIBHS
MEIMYHOI IOIOMOTH, M. 3amOopiXKs

4. | n.m.H., mpod. Coxososa JL.I.

MenuuHuii LIEHTp TOBApUCTBA 3 OOMEXKEHOI BiAmoBiganbHicTIO «Menoya-KmiHiky,
JTKyBaJbHO-TIpod1IaKTHUHUN niapo3aut, M. Kui

5. | AM.H., npo., unen-kop. HAMH Vkpainu [I3sx JLA.

Menuunuii nieHTp JIHINPOBCHKOTO JAEPKABHOTO MEIUYHOIO YHiBepcUTeTy, JIHINpOBCHKHIA
JiepKaBHUN MEIMYHHUNA YHIBEpCHUTET, Kadeapa HEPBOBUX XBOPOO Ta HeHpoxipyprii GpaxkyabTeTy
MICIISTUTIIIOMHOT OCBITH, M. JIHITIPO

6. | x.m.H. Umup I'.C.

Komynansue HexomepiriitHe miampueMcTBo «O06nacHa kiaiHIYHA JikapHs [BaHo-DpaHKiBCHKOT
o0nacHOi paauy», HEBPOJIOTIUHE BIJJUICHHS 3 IIEHTPOM pO3CISHOTO CKiIepo3y, M. IBaHo-
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®paHKiBCHK

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

Ne 1012 Bix 24.05.2021

HasBa kjiHI4HOTO
BHITPOOYBaHHS, KO/,
Bepcis Ta Jara

«PanmomizoBaHe, TMOABiHE clline, IUTAe00-KOHTPOIhOBAHE HOCHiKEeHHS (asu 2 s OIHKH
e(eKTUBHOCTI, OE3MEeYHOCTI, TEPEHOCUMOCTI, (apMaKOKIHETUKH Ta  OIOJIOTIYHOI  aKTHUBHOCTI
openadpyTUHIOy y MAaIli€HTIB 13 PEIUANBYIOYO-PEMITYIOUUM pO3CiSHUM ckiepozom», |ICP-CL-00112,
Bepcis 3.0 Bix 09 ciunst 2021 poxy

3asBHUK, KpaiHa

[TinnmpuemctBo 3 100% 1HO3EMHOIO 1HBECTHIIIEIO «AVK’IOBIA PJIC Ykpaina»

Cnoncop, kpaiHa

InnoCare Pharma, Inc., USA

CynyTtHi
MaTepianu/mpenapari
CYNYTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary

(papmaneBTHYHOTrO 3a0€e3MeYeHHS

IBan 3AZIBOPHUX




Homarok 10

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTPABOK Ta BHECEHHS 3MiHH JI0 10J1aTKa
Ne 7 no nakazy MiHicTepcTBa OXOpOHH
310poB’st YKpainu Bix 26 tpaBHs 2021 poky
Ne 1036»

01.07.2021 No 1313

Inentudixkaris cyrreBoi
MOTIPaBKH

[ndopmaris mis namienta ta Gopma iHpopMoBaHOI 3roau, octarovyHa penakmis 2.1 mis Ykpainu Bifg
26 OGepesnst 2021 p., ocTarouHUil HepekiIan 3 aHMNIIKCHKOI MOBH Ha YKpaiHChKYy MOBY Bing 05 KBITHA
2021 p., mepekiajg 3 aHMIIMCHKOI MOBH Ha pocCiiicbky MoBY s Ykpainu Big 05 kBitHa 2021 p.;
BrmroueHHS TOJJTATKOBUX MiCIIb ITPOBEICHHS KJITHIYHOTO JOCITIJDKCHHS:

No I1.1.B. BiAnIOBIIaJILHOTO AOCIIITHUKA

/i Hazpa Micuisg mpoBeieHHS KJIIHIYHOTO BUITPOOYBaHHS

1 I.M.H., ipod. Cxkpunuuk [.M.

Komynansue T IPUEMCTBO «[TonTaBchka obiacHa KITIHIYHA JiKapHs
iMm. M.B. Cxridocosebkoro ITontaBebkoi 061acHOi pann», 00JacHUN racTpOSHTEPOIOT UHUIMI
LHEHTp, YKpaiHChbKa MeAMYHA CTOMATOJIOTIYHA akajaeMisd, Kadenpa BHYTPIIIHbOI METUIIMHU
Nel, m. ITonraBa

2 I.M.H., ipo¢. CraniciaBuyk M.A.

KomyHnaneHe HekomepliiiHe minnpueMcTBo «BiHHHMIBbKa oOnacHa KIIHIYHA JIIKapHS
iMm. M.I. TluporoBa Binauipkoi ob6macHoi Panu», oOnacHuil cremiani3oBaHUN KIIHIYHUN
racTPOCHTEPOJIOT YHUM LeHTp, M. BiHHUIIA

Howmep Ta nata Hakazy
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2777 Bix 02.12.2020

HazsBa xirigiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«baratoneHTpoBe, paH/I0Mi30BaHe, MOJBIMHO cIimne, Tuianebo-KoHTposiboBaHe nociikeHus I ¢asu, ske
MPOBOJUTHCS 3 METOI0 oLiHKM mnpenapary GB004 mpu nikyBaHHI JOpOCIMX MAI€HTIB 13 JIETKUM 1
CepeIHBOTSKKUM TepediroM BHUPa3KOBOTO KOJITY B akTuBHIM (opmi», GB004-2101, penakuis 2.0,
ITonpaska 1.0, Bix 21 sxoBTHS 2020 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITIOBIJIAJILHICTIO «I1I EC AU-YKPATHA»
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CnoHcop, kpaina

«xubi 004 Taxopnopeiitren» [GB004, Inc.], CLIA

CynyTtHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary

(papmaneBTHYHOrO 3a0e3ne4YeHHS

Isan 3AZIBOPHHUX



Honatok 11

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTPABOK Ta BHECEHHS 3MiHH JI0 10J1aTKa
Ne 7 no nakazy MiHicTepcTBa OXOpOHH
310poB’st YKpainu Bix 26 tpaBHs 2021 poky
Ne 1036»

01.07.2021 No 1313

Inentudikaris cyrreBoi
MOTIPaBKH

Honatok 1.0 Bix 01 kBiTHs 2021 poky no bpomrypu nocninnuka mist BAT2506, Bunanns 3.0 Big 31 nunus
2020 poky

Howmep ta nara Hakasy
MO3 11010 3aTBEPIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 762 Bin 20.04.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararoneHTpoBe, TOBIMHE ciine, paHAOMi30BaHE MOCHIKEHHS Y MapalelbHUX TPYMax 3 METO
BU3HA4YCHHS e(eKTUBHOCTI Ta Oe3neunocti mpenapaty BAT2506 y nopiBHsHHI 3 Simponi® B y4aCHHKIB 3
aKTUBHHMM IcOpiaTHUHUM apTputoM», BAT-2506-002-CR, Bepcis 2.0 3 monpaskoto 1.0 Big 10 nucronana
2020 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CrnoHcop, kpaina

«bio-Tepa Comromus, JIta.», Kutait / Bio-Thera Solutions, Ltd., China

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3Me4YeHHS Isan 3AZIBOPHUX




Jomarok 12

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTPABOK Ta BHECEHHS 3MiHH JI0 10J1aTKa
Ne 7 no nakazy MiHicTepcTBa OXOpOHH
310poB’st YKpainu Bix 26 tpaBHs 2021 poky
Ne 1036»

01.07.2021 No 1313

Inentudikarnis cyrreBoi
MOTIPaBKH

Bpomrypa nochignuka (mocnmipkyBaHui jikapcbkuil 3aci6 Inmomepumon (VYV-683)), Bunmanus 15 Bin
28 xoBTHs 2020 poKy, aHTTIHCHKOI MOBOIO. Jl0Che TOCIIKYBAHOTO JIKApChKOTO 3aco0y Lmomepumaon
(VYV-683), Bepcis 05 Big 23 xBitHs 2021 poky, aHIIHCHKOIO MOBOK0. IIOAOBKEHHS TEpMiHY
MPUIATHOCTI JOCIIPKYBAaHOTO JiKapcbkoro 3aco0y Limonepunon (VYV-683) kancymu 1 mr, 3 mr, 6 mr, 9
Mr ta 12 mr Ta miane6o mo 12 wmicsmiB. OHOBIIEGHI 3pa3Kd OCHOBHOTO MapKyBaHHS JOCIIKYBaHOTO
nikapcekoro 3acody Lonepumon (VY V-683), Bepcis 3.0 Big 05 tpaBHs 2021 poky, YKpalHCHKOI MOBOIO;
[TomoBxkeHHST TpUBANIOCTI KIIHIYHOTO BUIIPOOyBaHHS B YKpaiHi mo 18 TpaBHs 2022 poky. 3amyudeHHs
JOJATKOBUX MICIb IPOBEJCHHS KITHIYHOTO BUITPOOYBaHHS

No [1.I.6. BiIMOBIJAIEHOTO JOCITITHAKA

n/m HasBa micus mpoBeieHHs KITIHIYHOTO BUIPOOYBaHHS

1. | a.m.H., npod. CkpunHikoB A.M.

KomyHnaneHe mnianpuemctBo «OOnacHUM 3akiajg 3 HaJaHHSA [ICUXIaTPUYHOI JTOTIOMOTHU
[TonTaBcbkoi 00JIACHOI paanW», >KIHOYE TOCTpE 3arajlbHOINCHXIaTpUYHE BiIUIEHHS 5-0,
YOJIOBIYE€ TOCTpPE  3arajbHONCHUXIaTpU4YHE  BIAAUIEHHS 2-a, YKpaiHCbka  MeIu4Ha
CTOMATOJIOTIYHa akajeMis, Kadeapa IcuxiaTpii, HapKoJIOTii Ta MEIWYHOI ICHXOJIOrii,
M. [lonraBa

2. | B.o. mupekTopa Muxaiimokosuu O.K.

KomyHansHe HexomepliliHe mignpueMcTBo «Ojecbka obOjacHa mcuxiaTpuuHa JikapHs Ne2y
Opnecbkoi oOmacHoi pamu, BigauieHHs Nel6, Opecpka 001, JlumaHcekuii — p-H,
c. OnekcanpiBKa
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Howmep 1a nara Hakasy
MO3 1010 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2777 Bix 02.12.2020

Ha3ssa xiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta JaTta

«baraTtonieHTpoBe paHAOMI30BaHE TOJBIMHE CIINE IIANEe00-KOHTPOJIHOBAHE OCHIKEHHS IS OLIIHKH
€(pEeKTUBHOCTI Ta OE3MEYHOCTI UIONMEPHIIOHY, IO 3aCTOCOBYETHCS MPOTATOM 4 THXKHIB Yy JIKyBaHHI
MAaII€HTIB 13 TOCTPUMH MaHIaKAIBHUMH €Mi30/laMH, IOB’sS3aHUMHU 3 OIMOJSIPHUM po3iagoM [ Tumy»,
VP-VYV-683-3201, 3 mompaskoto 2 Bix 27 ciuns 2020 poxky

3asiBHUK, KpaiHa

TOB «IIpem’ep Pecepu Ykpaina»

CnoHncop, kpaina

«Banga ®apmacerotikams, [ak.» (Vanda Pharmaceuticals Inc.), CILIA

CynyTtHi
MaTepianu/mpenaparu
CYNYTHBOI Teparii

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




Homarok 13

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTPABOK Ta BHECEHHS 3MiHH JI0 10J1aTKa
Ne 7 no nakazy MiHicTepcTBa OXOpOHH
310poB’st YKpainu Bix 26 tpaBHs 2021 poky
Ne 1036»

01.07.2021 No 1313

Inentudikaris cyrreBoi
MOTIPaBKH

OnHoBIleHUH MPOTOKOJ KIIiHIYHOTO BUMPOOyBaHHA, Bepcis 3 Bix 03 6epesns 2021 p.; Onosnena @opma
iHpopmoBanoi 3roau, Bepcis 2.0 ans YkpaiHH yKpaiHCHKOIO Ta POCIHCHKOIO MoOBaMu Bix 12 TpaBHA
2021 p. Ha ocnoBi Maiictep-Bepcii ¢popmu iHbopMoBaHoi 3roau st qociimkenns GO42661, sepcis 3, Bin
02 6epesns 2021 p.; 3pa3ku ekpaniB onuryBanbHrka EORTC QLQ-BIL21, Bepcis 1.0, ykpaiHcbKorO Ta
pociiicbkoro MoBamu; 3pa3ku ekpaniB onuTyBaibHuka EORTC IL77, Bepcis 1.0, ykpaincbkowo Ta
pociiicbkoro MoBamu; 3pa3ku ekpaniB onutyBadbHuka EORTC QLQ-C30, Bepcis 1.0, ykpaiHChKOIO Ta
pOCiiicbKOr0 MOBaMU; 3pa3Ku €KpaHiB OMUTYBAJbHUKA 3aralbHOI0 BPa)KCHHsI Malli€EHTa MPO 3MiHY CTaHy
ta ii BaxmmBicte (PGI CI), Bepcis 1.0, ykpaiHChKOIO Ta pOCIHCHKOIO MOBamMH; 3pa3Ku €KpaHiB
ONMUTYBAJIbHUKA 3arajIbHOTO BPa)XCHHs MAIll€eHTa MPO CTYMiHb TSHKKOCTI 3axBoproBanHs (PGI S), Bepcis
1.0, ykpaiHChKOFO Ta pOCiliChbKOI0 MoBamH; 3pa3ku expaHiB onuryBaibHuka NCI PRO-CTCAE Site Form,
Bepcia 1.0, ykpaiHChKOIO Ta pociiicbkoro MoBaMu; 3pa3ku ekpaHiB onuTyBaibHHKa NCI PRO-CTCAE
Subject Form, Bepcisa 1.0, ykpaiHChbKOIO Ta pOCIICEKOI0 MOBaMU; 3pa3Ku €KpaHiB onutyBajibHuKa Other
Subject Facing Text, Bepcis 1.0, ykpaiHChKOIO Ta pOCIiCbKOI0 MOBaMHU.

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

Ne 614 Bin 01.04.2021

HazsBa xirigiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTta

«PangomizoBane, moOABIMHE ciine, IUIane00-KOHTpoaboBane, ¢asu Il mocmimpkeHHS 3acTOCyBaHHS
aTe30NizyMady y moeqHaHHi 3 OeBanmzymaboM abo Oe3 OeBann3ymMady y KOMOIHAIN] 3 HUCIIJIATHHOM Ta
reMIIMTa0lHOM y TAIIEHTIB 13 paHille HEeTIKOBAHUM TMOIIMPEHUM pakoM OimiapHoro Tpakty», GO42661,
Bepcid 2 Bix 07 sxoBtHs 2020 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BiAnoBiAadbHICTIO «Pomr Yipainay

CnoHcop, kpaiHa

®.Xoppmann-JIa Pour JIta, HIseitnapis
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CynytHi —
Marepiaiau/mpenaparu
CYIYTHBOI Tepartii

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




Honatok 14

110 Haka3y MiHicTepcTBa OXOPOHU 370POB A
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTPABOK Ta BHECEHHS 3MiHH JI0 10J1aTKa
Ne 7 no nakazy MiHicTepcTBa OXOpOHH
310poB’st YKpainu Bix 26 tpaBHs 2021 poky
Ne 1036»

01.07.2021 No 1313

Inentudikaris cyrreBoi
MOTIPaBKH

OnuryBanbHuk «ABQOL» s Ykpainu, BamigoBanuii 03 motoro 2021 poky, ykpaiHCBKOI MOBOIO;
OnuryBansauk «ABQOL» mns Ykpainm, BamigoBanuii 08 rpymas 2020 poky, pOCIHCHKOI MOBOIO;
[ndopmariis s maiienTa, mo Oyae HajaBaTHca Ha eNeKTpoHHOMY npuctpoi «ARGX-113-1904 1905
(A-1458-0004 5) Subject Facing Screen Report Ukrainian (Ukraine)», Bepcis 1 Bim 04 Oepesus
2021 poky, ykpaiHCbkoO MOBOIO; [Hdopmaris s maiieHTa, mo Oyne HaJgaBaTHCS Ha €JIEKTPOHHOMY
npuctpoi «ARGX-113-1904 1905 (A-1458-0004_5) Subject Facing Screen Report Russian (Ukraine)y,
Bepcis 1 Big 07 ciunst 2021 poky, pociiicbkOI0 MOBOIO; BKJIIOYeHHSI 10OAATKOBOTO MiClLi MPOBEICHHS
KJIIHIYHOTO BUITPOOYBaHHS:

No [1.I.6. BiIMOBIJAIEHOTO JOCITITHAKA

n/m HasBa micus mpoBeieHHs KITIHIYHOTO BUIPOOYBaHHS

1. | nmH., mpod. Hromron A L.

KomyHnanbshe H1AIPUEMCTBO «O6nacHuit HIKIPHO-BEHEPOJIOTTYHHM JUCIIaHCEP
JIHinponeTpoBChKOi 007MacHOi paaW», JACHHUW CTalliOHap MOJIKIIHIYHOTO BiIITICHHS,
JIHINpOBCHKMM JIep:KaBHUM MEIWYHUI YHIBEpCUTET, Kadeapa IMIKIPHUX Ta BEHEPUUYHUX
XBOpo0, M. JIHinpo

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 3059 Bix 29.12.2020

Ha3ssa xiiniuyHOrO
BUIIPOOYBaHHS, KO/,
Bepcis Ta qaTa

«Binkpure GaratoneHTpoBe npogaosxkeHHs nochimkeHHs ARGX-113-1904 nns BuB4YeHHsI 0€3MEYHOCTI,
nepeHocuMocTi Ta epekTuBHOCTI penapaty Edrapririmon PH20 i migmkipHOro BBeIeHHS y Malll€HTIB
3 myxupuatkoro (ADDRESS+)», ARGX-113-1905, Bepcis 2.0 Bix 05 mrotoro 2021 poky
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3asiBHUK, KpaiHa ToBapucto 3 OOmexenoro BinnmopimanshicTio «KonTpaktHo-[ochinnunpeka Opranizaiis IHHO(apm-
Ykpaina»

CnoHcop, kpaina apoxerkc bB, benbrist / argenx BV, Belgium

CynytHi —

MaTtepianu/mpenaparu

CYIYTHBOI Tepamii

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




Honatok 15
10 Haka3y MiHicTepcTBa OXOPOHU 310POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
IIOIIPABOK Ta BHECEHHsI 3MIHHU J0 J10/1aTKa
Ne 7 no nakazy MiHicTepcTBa OXOpOHH

310poB’st YKpainu Bix 26 tpaBHs 2021 poky

Ne 1036»
01.07.2021 Ne 1313

Inentudikaris cyrreBoi
MOTIPaBKH

Omnosnienuii nporokon kiiHiuHOrO nociimkenns INS1007-301, sepcis 4.0, nompaBka 1 Big 12 GepesHs
2021 p., aarmiicekor0 MoBoO. [HhopMmaris s namienTta i ¢popma iHpopMoOBaHOi 3roau i YKpaiHu,
aHTIIIChKOI0 MOBOMO, Bepcis 2.0 Bix 28 kBiTHs 2021 p. [Hdopmartis mis namienrta i popma iHpopmoBaHOT
3roju Ui YKpaiHH, YKpaiHChbKOI0 MOBOIO, Bepeid 2.0 Bix 28 kBitHa 2021 p.; [ndopmarist ans marienra i
dbopma iH(DOpMOBaHOI 3romu I YKpaiHH, pociiichkoro MoBorw, Bepcis 2.0 Bim 28 kBitHsa 2021 p.;
Iadopmarntiss Ta dopma iHPopMOBaHOI 3romm Ha 30ip JaHMX TPO BariTHY NApTHEPKY Nali€HTa W
HOBOHAPOJ/DKEHY IUTHHY N1 YKpaiHu, aHTIiHChKOI0 MOBow, Bepcis 2.0 Bim 28 kBitHa 2021 p.;
Iadopmarntiss Ta dopma iHPopMOBaHOI 3romM Ha 30ip JaHMX TPO BariTHY NApTHEPKY Nali€HTa W
HOBOHAPOJ/DKEHY IUTHHY AJsi YKpaiHu, yKpaiHCbkoio MoBoio, Bepcis 2.0 Bim 28 kBitHa 2021 p.;
[npopmaniss Ta dopma iHpopmoBaHOi 3roau Ha 30ip JaHMX MPO BariTHY NHapTHEPKY MallieHTa M
HOBOHApOJDKEHY AMTUHY Ul YKpaiHu, pociiicbkoro MoBowo, Bepcis 2.0 Bix 28 kBiTHa 2021 p.;
[Hpopmanis Ta popma iHGopmMoBaHOT 3roau Ha 30ip AAHUX MPO BariTHY HAIIEHTKY, il MapTHepa Ta iXHIO
HOBOHApPOJDKEHY IUTHHY s YKpaiHu, aHriichkoro MoBorw, Bepcia 2.0 Big 28 ksitHa 2021 p.;
[ndpopmanis Ta popma iHpopmoBaHOT 3roau Ha 30ip AAHUX MPO BATITHY MAI[IEHTKY, Il MapTHEpa Ta iXHIO
HOBOHApPOJDKEHY NIUTHHY s YKpaiHu, yKpaiHCbKol MoBoro, Bepcis 2.0 Bim 28 xBitHa 2021 p.;
[npopmanis Ta popma iHpopmMoBaHOT 3roau Ha 30ip AAHMX MPO BAriTHY MAIIEHTKY, Il MapTHEpa Ta iXHIO
HOBOHApPOJDKEHY JUTHUHY Ul YKpaiHu, pociiicbkoro MoBolo, Bepcis 2.0 Bix 28 kBiTHa 2021 p.; bpourypa
nocnigauka bpencokati6 (INS1007), Bepcis 5.0 Big 22 6epes3ns 2021 p., aHriicbkor0 MOBOO; DiHaIBHI
3pa3ku 300paxkeHb BamigoBaHoi mkanu: EQ-5D-5L Ankera miomo crany 3mopoB’s Ilepeknan Ha
yKpaiHcbKy MoBY s Ykpainu (Ukrainian version for Ukraine), enekrponna Bepcist 1 Bim 02 OepesHs
2021p.; dinanbHiI 3pa3ku 300paxenpb BanigoBaHoi mkanu: EQ-5D-5L OnuryBanbHUK MPO CTaH 3/10pOB’s
Bepcis pociiicbkoro MoBoro misi Ykpainu (Russian version for Ukraine), emextponna Bepcis 1 Bifm
08 mororo 2021p.; diHanbHi 3pazku 300paxenb lllogeHHMKa a03yBaHHA YKPaiHCBKOIO MOBOIO JUIS
VYkpainu, enextpoHHa Bepcis 1 Big 22 motoro 2021p.; dinanpHi 3pa3ku 300paxens llloneHHuka
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JI03YBaHHsI POCIHCHKOI0 MOBOIO JUIsl YKpaiHH, enekrpoHHa Bepcis 1 Big 22 motoro 2021p.; DinanbHi
3pa3ku 300pakeHb TwmwkHeBoro mojaeHHMKa BEST ykpaiHCbKOIO MOBOIO, €JIEKTpOHHa Bepcis 1 Bix
26 mrotoro 2021p.; ®inanpHi 3pa3ku 300pakeHs TwwkHeBoro moaenanka BEST pociiicbkoro MOBOIO,
enekTponHa Bepcis 1 Big 22 motoro 2021p.; @iHanbHI 3pa3ku 300pakeHb TepMIHOBOTO MOBITOMIICHHS
YKpaiHCBKOIO MOBOIO, ejekTpoHHa Bepcis | Bim 09 mororo 2021p.; ®inanbHi 3pa3ku 300pakeHb
TepMiHOBOTO TMOBIIOMJICHHSI POCIHCHKOI0 MOBOMO, €leKTpoHHA Bepcis 1 Bim 11 mrororo 2021p.; 3pasku
300paxens nomatky Medidata Patient Cloud Android 2020.1.0/i0OS 2020.1.0, ykpaiHCBKOIO MOBOIO,
Bepcia 2.2; 3pasku 300paxenb nonatky Medidata Patient Cloud Android 2020.1.0/i0S 2020.1.0,
pociiicbkoro MoBoto, Bepcis 2.3; 3pazok [loBimomeHHs 1m1040 KOH(DIIEHIIIHHOCTI, YKPaiHCHKOIO MOBOIO,
Binm 30 BepecHs 2016p.; 3pazok IloBimomiieHHS MIOA0 KOH(IACHIIHHOCTI, POCIHCHKOIO MOBOIO, BiJI
30 Bepecust 2016p.; 3pazok YMoB Bukopucranua — Patient Cloud, ykpaiHChkoi0 MOBOMO, Bij 11 >KOBTHS
2013p.; 3pa3ok YmoB Bukopuctanus Patient Cloud, pociiicbkoro MoBoto, Bix 11 xoBtHs 2013p.; 3pa3zok
[ncTpykuii moao BukopuctanHs [lnanmerHoro tecty Ha BaritHicth OSOM, ykpaiHCBKOIO MOBOIO, pel.
3135-1, 12/12; 3pazok Iactpykmii mono BukopuctaHHs IDranmerHoro tecty Ha BariTHicTE OSOM,
pociiicbkoro MoBoto, pea. 3135-1, 12/12; 3pasok Jluctka-Bkinagumia (yKpaiHCbKOI MOBOIO) 10 KaceTHoro
eKCIIpec-TECTy Ha BariTHICTh, MmO Oa3yeThcss Ha Bu3HadeHHI XIJI (y cupoBarmi KpoBi/mura3mi/cedi),
BupoOHUK SureScreen Diagnostics, BenukoOputanis, Homep RP5245300, nata HaOpaHHS YHUHHOCTI
08.12.2017p.; 3pazox IacTpykmii momo BUKOpUCTaHHA (pOCIChKOIO MOBOIO) 10 KacetHoro ekcrpec-
TECTy Ha BariTHICTb, 10 Oa3yeTbcss Ha Bu3HaueHHI XIJI (y cupoBatii KpoBi/mia3zmi/cedi), BUPOOHUK
SureScreen Diagnostics, BenukoOpuranis, nepexnan Bix 12 ciunsg 2021 poky, nata HaOpaHHS YMHHOCTI
08 rpyanst 2017p.; 3paszok Inctpykuii 1o Kacernoro tecty cedi Ha BariTHicTh Instant-View, ykpaiHChKOIO
MoBoto, 33-2482 Bepcis L 071816; 3pa3ok Inctpykuii 1o Kacernoro tecty cedi Ha BariTHICTH Instant-
View, pociiicbkoro MoBoto, 33-2482 Bepcis L 071816.

Howmep Ta nara Hakaszy Ne 310 Big 23.02.2021
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

HazBa kitiHiuHOTO «PannomizoBaHe TmoABifiHE crinme Mane00-KOHTPOJIbOBAHE JOCHIKeHHS (a3 3 I OL[IHKHU
BUIIPOOYBaHHS, KOJI, e(peKTUBHOCTI, O€3MEeYHOCTI Ta MEPEeHOCUMOCTI npenapary bpeHcokariO, 110 3acTOCOBY€EThHCSI OJJUH pa3 Ha
Bepcis Ta qaTa JIeHb BIIPOJOBXK 52 THXKHIB Yy MAIIEHTIB 13 HEMYKOBICUHU03HUM OpOHXO0EKTa30M - pociixeHHs] ASPENy,

INS1007-301, Bepcist 1.0 Bix 31 munus 2020 p.
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3asiBHUK, KpaiHa ToBapucto 3 OOmexenoro BinnmopimanshicTio «KonTpaktHo-[ochinnunpeka Opranizaiis IHHO(apm-
Ykpaina»

CrioHcOp, KpaiHa «Iacmen Inkopropeiiteny, CLIA (Insmed Incorporated, USA)

CynytHi —

MaTtepianu/mpenaparu

CYIYTHBOI Tepamii

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




Jomarok 16

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MONPABOK Ta BHECEHHS 3MIHH JI0 Toj1aTKa Ne
7 no Haka3zy MiHicTepcTBa OXOPOHU
310poB’st YKpainu Bix 26 tpaBHs 2021 poky
Ne 1036»

01.07.2021 No 1313

Inentudikaris cyrreBoi
MOTIPaBKH

[ndopmamiitnuii OroneteHs aus namienta «lIporpama kmiHigyHUX HocmimkeHb «YELLOWSTONEY» npu
nikyBauHI xBopoobu Kpona" (Advocacy Fact Sheet), penakitis 3 ykpaiHCBKOIO MOBOIO Jijisi YKpaiHU BiJl
25 wostHs 2020 p., pemakiis 3 pocilicbkoro MOBOO ansi Ykpainu Big 25 xoBTHs 2020 p.; [HcTpykuis 3
HajaHHs iHQopMOBaHO1 3roau «Bama iHcTpyKiis 3 HaganHs iHGopmoBanoi 3roam» (Flipchart), pegakmis
3 yKpaiHChKOIO MOBOIO ISl YKpainu Bin 25 xoBTHA 2020 p., peaakiis 3 pociicbKO0 MOBOIO AJisd YKpaiHu
Bix 25 xoBTHs 2020 p.; bpomrypa st namienta «I[loBHOLIHHE XUTTS 3 XBopoOoro Kpona. 3HaiioMcTBO 3
nporpamoio «YELLOWSTONE» (Patient Brochure), penakitist 3 ykpaiHCbKOIO MOBOIO sl YKpaiHU Bix
25 xostHa 2020 p., penakuis 3 pociiicbKol0 MOBOIO it YKpainu Bix 25 sxoBTHA 2020 p.; JlucriBka mpo
nociikeHHs «lloBHOIIHHE KUTTS 3 XBOpoOoro KpoHna. 3HalloMCTBO 3 MPOTrpaMoi0 KIIHIYHUX JOCIIKEHb
«YELLOWSTONEY» npu nikyBanai xBopoou Kponay (Study Flyer), penaxitis 3 ykpaiHChKOIO MOBOYO JIJIst
VYkpainu Big 25 xoBTHA 2020 p., peaakuis 3 pociicbkor MOBOIO A YKpainu Bia 25 xoBTHA 2020 p.;
[Tam'sTka mpo mochimkenHs «lloBHOLiIHHE XUTTS 3 xBOopoOoro Kpona. 3HailoMCTBO 3 Mporpamoro
kiiHIyHuX gocnimpkeHs «YELLOWSTONEY npu nikyBanni xBopoou Kpona» (Study Poster), penaxist 3
YKpaTHChKOIO MOBOIO /1151 YKpainu Big 25 sx0BTHA 2020 p., penaxuis 3 pociiicbkol0 MOBOIO sl YKpaiHu
Bix 25 xoBTHA 2020 p.; [HCTpyKIIis 3 MPOXOIKEHHS BI3UTIB «Barl riff y JOCTiKeH1 3 OLIHKH 1HTYKIIHHOT
tepamii 3a mporpamoro «YELLOWSTONE» ornsix Bi3utiB y pamkax Bamioi ydacti y nbomy KIiHIYHOMY
nocmipkenHl”" (Visit Guide), pemakuist 3 ykpaiHChKOIO MOBOIO Juid YKpainu Bix 25 xoBTHsa 2020 p.,
penakiis 3 pociicbkoro MOBOIO a5l YKpainu Bijg 25 xoBTHs 2020 p.

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 1275 Bix 06.07.2018
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HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«bararorieHTpoBe paH/I0Mi30BaHEe, MOJBIHHO ciine, mianedo-KoHTpoiaboBaHe aocmimkenHs 11 ¢asum 3
METOIO OIIIHKHM 03aHIMOJy ISl IPUMOMY MEpOPAIbHO TIPH MPOBEACHH] 1HAYKIIIHOT Teparlii mamieHTaMm 13
CepEeTHBOTHKKAM a00 TSDKKHM repebirom xsopoobu Kpona B aktusHii (opmi (nocmimkennst Nel 3 ominku
iHaykmiiaoi Tepamii)y, RPCO01-3201, pemakmis 5.0 Big 03 Bepecus 2020 p.; «baratoueHTtpoBe
paHgOMi30BaHe, TOABIHHO ciine, Ianedo-KoOHTpoaboBaHe nociimpkeHHs Il ¢a3u 3 MeTor OIiHKH
03aHIMOJy Ui TPUHOMY TIEpOpajbHO TMIPU MPOBEIAEHHI I1HAYKIIAHOI Tepamii maiieHTaMm i3
CepeIHBOTSHKKUM a00 TSHKKHM repebirom xsopoou Kpona B aktuBHiN (opmi (mocmimxenHs Ne2 3 OIiHKH
iaykuiitHoi Tepanii)», RPC01-3202, pexaxmis 5.0 Bixg 03 BepecnHs 2020 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITIOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

CnoHcop, kpaina

«Cenmxen Iareprenrni I Capn» (Celgene International 11 Sarl), [lIBefinapis

CynyTHi
MaTepianu/mpenapari
CYNYTHBOI Teparii

B.o. resepanbHoro rupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOMPABOK Ta BHECEHHS 3MiHM JI0 Jo/1aTKa Ne
7 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st YKpainu Bix 26 tpaBHs 2021 poky
Ne 1036»

01.07.2021 No 1313

Inentudikaris cyrreBoi
MOTIPaBKH

[HcTpykii 31 300py 3pa3KiB: 3pa3ku Kaiy A ckpuHiHrosoro Bizuty, CNTO1959UCO3001 Bepcis 3.0 Bifg
28.04.2021 p., ykpaincpkoro MoBOI0; [HCTpyKIii 31 300py: 3pa3ok Kaiy (CTyl) AJisi CKpHHIHTOBOTO BI3HTY,
CNTO1959UCO3001 Bepcis 3.0 Big 28.04.2021 p., pociiickkoro MOBOW0; [HCTpyKLii 31 300py 3pa3KiB:
3pa3ku Kaiy 1t 3araHoBanux BizutiB, CNTO1959UCO3001 Bepcis 3.0 Bix 28.04.2021 p., ykpaiHCHKOIO
MOBOI0; [HCTpyKIIiT 31 300py: 3pa3ok Kaiy (CTy:n) Ui 3arutanoBanux Bi3uTiB, CNTO1959UCO3001 Bepcis
3.0 Bix 28.04.2021 p., pociiickkor0 MOBOKO; 301IbIIIEHHS KIJTLKOCTI MamieHTiB B Ykpaidi 3 90 mo 120

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

Ne 767 Bin 02.04.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannmomizoBaHe, 6araToleHTpOBE, MO/ABIIHE Cllile, M1ane00-KOHTPOIbOBAHE KITIHIYHE JOCIiKeHHS 2b /
3 ¢a3u B mapayieNbHUX Tpynax Jif OLIHKK €()EeKTUBHOCTI Ta O€3MEeYHOCTI TyceabKyMaly B MAIliEHTIB 13
CEepeHBOTO CTYIMEHI0 TSHKKOCTI Ta TSOKKUM aKTHBHHM HECHEeIU(pIYHUM BUPA3KOBUM  KOJITOM,
CNTO1959UCO03001, COVID-19 [onmatok Bim 14 TpaBus 2020 poxy mo IIpoTokomy KiiHIYHOTO
nocmipkeHHss CNTO1959UCO3001 3 nompaskoto 1 Bij 08.01.2020 p.

3asBHUK, KpaiHa

«IHCCEH ®APMAIIEBTUKA HB», benbris

Cnoncop, kpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CynyTHi
MaTtepiaiu/mpenapaTu
CYIyTHBOI Tepamii

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




Jomarok 18

110 Haka3y MiHicTepcTBa OXOPOHU 3710POB A
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOMPABOK Ta BHECEHHS 3MiHM JI0 Jo/1aTKa Ne
7 no Haka3zy MiHicTepcTBa OXOPOHU
310poB’st YKpainu Bix 26 tpaBHs 2021 poky

Ne 1036»

01.07.2021 Ne 1313
Inentudikaris cyrreBoi Omnosnene Jlocke mocmimkyBaHoro jikapcbkoro 3aco0y CX-072, Bepcis 9.0 Bim 05 Oepesns 2021 p.,
MOTIPaBKH AHTJIHCHKOI0 MOBOIO; 3aTydeHHS JI0JIATKOBOT BUPOOHUYOT AUISTHKH JOCTIDKYBAHOTO JIIKApPCHKOTO 3ac00y

CX-072, Catalent CTS (Edinburgh) Limited, Benukobputanisi; bpomrypa mociignuka (Pacmilimab
(CX-072), Bepcis 8 Big 5 keitHs 2021 p., aHrmiiickkoro MoBorw; [Hdopmamis s namiednra i ®opma
iHpopMOBaHOi 3roau Ha y4acTe y KiiHiuHOMY nociijpkeHHi: CytomX CTMX-M-072-001 Indopmanis
s narienta 1 @opma iHpopmoBanoi 3rogu Bepcis 9.0 mis Ykpaimm Big 22 Gepesns 2021 poky,
YKpaiHCBKOIO, POCIHCHKOIO Ta aHTITIHCHKOI0 MOBAaMH

Howmep Ta nara Hakasy Ne 886 Big 01.08.2017
MO?3 11010 3aTBEpHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

HazBa kiiH14HOTO «Binkpure, 3 mIOOPOM peKUMY JO3YBaHHS 1 MIATBEPKEHHIM KoHIeNi1, nociimkenas CX-072, PD-L1
BUIIPOOYBaHHS, KOJI, Probody™ Therapeutic, B sikocTi MOHOTeparii Ta B koMm0OiHawii 3 Yervoy® (Iminimymab) abo i3 Zelboraf®
BepCis Ta JaTa (Bemypadeni0) y mami€eHTIB 13 MPOTPeCYOYMMH YU PELUIUBYIOUUMU (OpMAMU COJIITHUX MYXJIUH a0o

aimpomammuy, CTMX-M-072-001, moxyns npotokony Bix 19.08.2020 p., Moayns npotokony 09 Bix
19.08.2020 p. 3 iHKOopnopoBaHoto nonpaskoro 09 Bix 19.08.2020 p.

3asiBHUK, KpaiHa ToBapiCTBO 3 06MesKeHOI0 BianosinampHicTio «MEJIITEMC YKPATHA»
CnoHcop, kpaina «luromExkc Teparn’rotike, [Hk.» [CytomX Therapeutics, Inc.], CILIA
CynyTHi —

MaTepiaau/npenapaTu

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




Jomarok 19

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MONPABOK Ta BHECEHHS 3MiHH JI0 TojaTka Ne
7 no Haka3zy MiHicTepcTBa OXOPOHU
310poB’st YKpainu Bix 26 tpaBHs 2021 poky

Ne 1036»
01.07.2021 Ne 1313
Inentudikaris cyrreBoi Bbpomrypa JOCJIITHHUKA, JOCTIKYBaHU I JKapChKUH 3acio Olanzapine/Samidorphan

IIOIIPaBKH

(Onanzamin/Caminopdan), Bepcis 9.0 Bix 28 xBitHs 2021 poky; YTOYHCHHsS Ha3BU JOCIIKYBAaHOTO
aikapebkoro 3aco0y ALKS 3831 y 3B’s3ky 3 nonaBaHHAM OHOBieHOI Ha3BM Olanzapine/Samidorphan
(Onanzamin/Caminopdan); @opma iHGOpMOBaHOI 3rou TAIliEHTa Ta 3aXHCTy TEPCOHAIBHUX IaHHUX,
Bepcis anst Yipainu 8.0 Bix 22 kBitHg 2021 poky, YKpaiHCBKOIO Ta pOCIHICHKOI0 MOBaMH

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1177 Bix 27.09.2017

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Hocmimkennss ¢a3u 3 sl OLIHKK JOBTOCTPOKOBOI O€3MEYHOCTI, MEPEHOCUMOCTI Ta CTIHKOCTI
aikyBanbHOI 1ii npenapaty ALKS 3831 B mamieHTiB 13 mu30¢peHieto, mMu30ppeHOPOPMHUM PO3JIaI0M
ab6o oinoxsipHuM posnagoM I tumy», ALK3831-A308, 3 monpaskoto 3.0 Big 09 tpaBusa 2019 poky

3asiBHUK, KpaiHa

TOB «IIpem’ep Pecepu Ykpaina»

Crnoncop, kpaina

«Ankepmec, [Hk.» (Alkermes, Inc.), CIIIA

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

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




Homarok 20

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOMPABOK Ta BHECEHHS 3MiHM JI0 Jo/1aTKa Ne
7 no Haka3zy MiHicTepcTBa OXOPOHU
310poB’st YKpainu Bix 26 tpaBHs 2021 poky
Ne 1036»

01.07.2021 No 1313

Inentudikaris cyrreBoi
MOTIPaBKH

Hocke pocaimkyBaHoro Jikapcekoro 3acody NUC-1031, Bepcis 8.0 Bim 01 kBitHa 2021 poky,
aHIITIMCHKOI0 MOBOIO; Jlocke HEHOCHIKyBaHOTO JIiKapchbkoro 3aco0y Po3umuHEK, Bepcis 5.0 Bix
01 xBitHs 2021 poky, aHTIIHCHKOIO MOBOIO; TMOJOBXKEHHS TEPMiHY HIPUIATHOCTI JIOCIIKYBAHOTO
nikapcbkoro 3aco0y NUC-1031 3 36 mo 48 micsii

Howmep ta nara Hakasy
MO3 110110 3aTBEpIHKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2487 Bixg 17.12.2019

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Binkpure, OararoleHTpoBe, paHIOMi30BaHe AociikeHHs ¢as3u III, B SskoMy MOpPIBHIOETHCS IMpenapar
NUC-1031 y noegHaHHi 3 MUCIUTATUHOM 1 reMIIMTA0IH y MMOEHAHHI 3 MUCIUIATHHOM Y MAIlIEHTIB 13 paHime
He JIIKOBAaHUM MICHEBO-TIOUIMPEHUM a00 METAacTaTUYHUM PaKoM >KOBYHHX HuIAxiBy», NuTide:121, Bepcis
4.0 Big 18 rpyans 2020 poxy

3asiBHUK, KpaiHa

[TinmpuemctBo 3 100% 1HO3EMHOIO 1HBECTHITIEIO «AVIK’TOBIA PJIC Ykpaina»

CrnoHcop, kpaina

NuCana plc, Benuka bpuranis

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

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




Homarok 21

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOMPABOK Ta BHECEHHS 3MiHM JI0 Jo/1aTKa Ne
7 no Haka3zy MiHicTepcTBa OXOPOHU
310poB’st YKpainu Bix 26 tpaBHs 2021 poky
Ne 1036»

01.07.2021 No 1313

Inentudikaris cyrreBoi
MOTIPaBKH

Bpomrypa nocnimnuka JNJ-56021927 (apalutamide), Bunanus 14 Big 31.03.2021 p.; Iadopmaria ans
narienta Ta ®opma iHpopmoBanoi 3rogu — I[Ipotokon 56021927PCR3002, Bepcist 14.0 ykpaiHCBKOIO
MOBOIO Jiisi Ykpainu Bim 29.04.2021; Indopmamis mis marienta ta @opma iHGOpPMOBaHOI 3roau —
IMporokon 56021927PCR3002, Bepcis 14.0 pociiicbkoro MoBor uisi Ykpaiau Bix 29.04.2021; Jlucr
BianoBigasbHOTO JOCHiTHUMKA 10 TalieHTa (TMOHOBIEHHs iH(opmoBaHOi 3roau), 56021927PCR3002,
Bepcisa ykpainchkoro MoBoro 7.0 Bix 29.04.2021 p.

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

Ne 621 Bix 24.09.2015

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBane, miane00-KOHTPOIbLOBAHE, MOJIBIMHE Cline, KIiHIYHE AOCTiKeHHS 3 ¢da3u mpenapary
Ananyramia B MO€AHAHHI 3 aHJIPOTeHHO jAenpuBauiiiHoo Tepamieto (AJT) y mopiBusanHI 3 AT y
NAIleHTIB 3 METacTaTUYHUM TOPMOH-UYTIMBUM pakoM nepenmixypoBoi 3amo3un  (mHNPC)»,
56021927PCR3002, 3 monpaskoto Amendment 5 Big 16.03.2020 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAIIEBTUKA HB», benbris

CrnoHcop, kpaina

«IHCCEH ®APMAIIEBTUKA HB», benbris

CynyTHi
MaTtepiaiu/mpenapaTu
CYIyTHBOI Tepamii

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




Jonarok 22

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOMPABOK Ta BHECEHHS 3MiHM JI0 Jo/1aTKa Ne
7 no Haka3zy MiHicTepcTBa OXOPOHU
310poB’st YKpainu Bix 26 tpaBHs 2021 poky
Ne 1036»

01.07.2021 No 1313

Inentudikaris cyrreBoi
MOTIPaBKH

Bpomrypa nocniguuka ATI-2173, Bepcis 3.0, Big 29 xBitHa 2021 poky, aHIIINCHKOIO MOBOIO; 3MiHA
anpecu Croncopa nmociimxkerass Antioc Tepamnesrike Ik, CIIIA/Antios Therapeutics, Inc., USA: 20
Xopcury bern Poyn, Menaem, mrat Heto-/Ixepci, 07945, CILIA/20 Horseshoe Bend Road, Mendham NJ
07945, USA

Howmep ta nara Hakasy
MO3 110110 3aTBEpIHKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 310 Bix 23.02.2021

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«®Daza 2A, pannoMizoBaHe, MOJIBIiHE cllille, MIaneb0-KOHTPOIbOBaHE, 0araToleHTPOBE JOCTIIKEHHS 3
BH3HAYEHHSI ONTHUMAJIBHOI JI0O3M I OILIHKKA Oe3nedyHocTi Ta edekTuBHOCTI mpemapaty ATI 2173 y
KOMOiHalii 3 TeHO(OBIpy AM30MPOKCHIY (yMapaToM Yy MAIi€eHTIB 3 XPOHIUYHOIO iHQEKIli€0 Bipycy
renatuty B Ta y naimieHTiB 3 koiHdekuieto Bipycy renatuty D», ANTT201, Bepcis 2.0, [lonpaska 01, Big
14 xBiTHs 2021 poky

3asBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

CrnoHcop, kpaina

Amnrtioc Tepanesrikc [uk., CIIIA / Antios Therapeutics, Inc., USA

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

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




Homarok 23

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOMPABOK Ta BHECEHHS 3MiHM JI0 Jo/1aTKa Ne
7 no Haka3zy MiHicTepcTBa OXOPOHU
310poB’st YKpainu Bix 26 tpaBHs 2021 poky
Ne 1036»

01.07.2021 No 1313

Inentudikaris cyrreBoi
MOTIPaBKH

®opma 3roam Ha mnepenaHHs iHbopMalii Mpo MalieHTa CTOPOHHIM Kyp €pchbKili KOMIIaHii, OocTaTo4Ha
pemakiis 1.0 mus Ykpainum Big 25 Oepe3nst 2021 p., ocTaTOYHHWI IMepekian 3 aHTJIHCHhKOI MOBH Ha
ykpaiHcbKy MOBY BiJl 07 TpaBHs 2021 p., ocTaTouHMii epekiiaj] 3 aHIIHCbKOI MOBU Ha POCIHCHKY MOBY
Bix 07 tpaBHs 2021 p.; [ToBimomieHHs Ui MaLi€HTIB, AKi OepyTh ab0 MJIAHYIOTh YYacTh Y JOCIIKEHHI
PACIFICA (III ¢a3za po3poOku) mogo mopsanky aii y 3B'sa3ky 3 napaemiero COVID, pemakmis 1.0
AHIITICHKOI0 MOBOIO Bif 16 motoro 2021 p., ocTaTrouHuil mepekiaa yKpaiHChbKO0 MOBOIO Bix 20 TpaBHs
2021 p., ocTaTouHul NEepeKIiaj] pociiicbkor MoBoO it Ykpainu Big 20 tpaBus 2021 p.

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

Ne 1849 Bix 11.08.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PannomizoBane koHTposiboBaHe nociaikeHHs [ ¢a3u 3 MeToro MOpiBHAJIIBHOT OLIIHKM MaKpUTHUHIOY Ta
mpenapary 3a BHOOpPOM JiiKapss NpU JIIKyBaHHI MAlLI€HTIB 13 TEPBUHHUM Mienogiopo3oM abo
Mi€10(10p0o30M, 0 PO3BUHYBCS MICIIs CIIPaBKHBOI MOMIIMTEMIT UM €CEHIIaIbHOT TPOMOOLIUTEMIT, B KHX
BIJI3HAYAETHCS TsKKa TpomOoruToneHis (piBeb TpomOoruTiB <50 000/mkm)», PAC303, penakuist 1 Bin
10 motoro 2020 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITIOBIJIAJIBHICTIO «I1I EC AU-YKPATHA»

CnoHcop, kpaiHa

«Ci Ti Ait bio®apma Kopnopeiimn» [CTI BioPharma Corp.], CIIA

CynyTHi
MaTepiaau/npenapaTu
| CyIyTHBOI Teparnii

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




Honarok 24

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOMPABOK Ta BHECEHHS 3MiHM JI0 Jo/1aTKa Ne
7 no Haka3zy MiHicTepcTBa OXOPOHU
310poB’st YKpainu Bix 26 TpaBHs 2021 poky
Ne 1036»

01.07.2021 No 1313

Inentudikaris cyrreBoi
MOTIPaBKH

Pozgin «P.5 CONTROL OF DRUG PRODUCT» Mocke nocmiKyBaHOTO JiKapchkoro 3aco0y MK-
8591A, Bepcis 06CM7Y Bin 28 kBiTHa 2021 poKy, aHTTIIICHKOI0 MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEPIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1574 Big 10.07.2020

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBane, kiiHiyHe gociimkeHHs I ¢asu y BIJI-1-indikoBaHuX Mali€HTIB, SKUM MPOBOAMIACS
IHTCeHCHMBHA Teparis, JIs OI[iHKM AaHTUPETPOBIPYCHOI AKTHUBHOCTI CIIMOTO JIIKYBaHHS icjaTpaBipoM,
JopaBipuHOM a0 J1opaBipUHOM/icIaTpaBipOM IpH MOPIBHSAHHI KOXHOI TPYNH JIIKyBaHHA 3 IU1anebo, a
TaKOX JUIsl OLIIHKKA aHTHUPETPOBIPYCHOI aKTUBHOCTI, O€3MEKH Ta MEPEHOCUMOCTI BIAKPUTOTO JIIKyBaHHS
nopasipuHoM/icinarpaBipom», MK-8591A-019, 3 inkopnopoBaHowo mnompaBkoo 03 Big 29 >XOBTHA
2020 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHoto BianosinanbHicTIO «MCJl Ykpaina»

Crnoncop, kpaina

«Mepk lapn Exg JJoym Kopr.», nouipue mianpuemctBo «Mepk Enn Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTtepiaiu/mpenapaTu
CYIyTHBOI Tepamii

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




Jomarok 25

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOMPABOK Ta BHECEHHS 3MiHM JI0 Jo/1aTKa Ne
7 no Haka3zy MiHicTepcTBa OXOPOHU
310poB’st YKpainu Bix 26 tpaBHs 2021 poky
Ne 1036»

01.07.2021 No 1313

Inentudikaris cyrreBoi
MOTIPaBKH

Bpomrypa nocnignuxa JIJI3 MK-3475, Bunanus 20 Bim 08 Gepe3nst 2021 poky, aHTIIHCHKOI MOBOIO;
VYkpaina, MK-3475-A18/ENGOT-cx11/GOG-3047, Bepcis 1.01 Big 11 tpaBus 2021 p., yKpaiHCHKOIO
MOBOIO, iH¢oOpMaIis Ta AOKYMEHT mpo iH(OpMOBaHy 3roAy Uil maiieHTta; Ykpaina, MK-3475-
Al18/ENGOT-cx11/GOG-3047, Bepcist 1.01 Bix 11 tpaBus 2021 p., pociiicbkor0 MOBOIO, iH(pOpMAIis Ta
JOKYMEHT Ipo iHhOpMOBaHy 3roAy Ul namieHTa; 301IbIIeHHS KIJIbKOCTI JOCTIKYBaHUX B YKpaiHi 3 12
10 29 ocib

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

Ne 1468 Bix 26.06.2020

Ha3ssa xiiniuyHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannmomizoBane, moaBiiiHe cmine gocmimkenHs Il ¢asum  ximiopamioTepamii y KkomOiHamii 3
neMOposizymabom abo 6e3 HbOro s JIKyBaHHI JOKAJBbHO PO3MOBCIOJKEHOIO paKy IIMHKKM MaTKH 3
BucoknM cryneHem pusuky (KEYNOTE-A18/ENGOT-cx11/GOG-3047)», MK-3475-A18/ENGOT-
cx11/GOG-3047, 3 inkopriopoBanoro monpaskoro 01 Big 06 ciuns 2021 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiaanpHicTIO «MCJ Ykpaina»

CrnoHcop, kpaina

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

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

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




Jomarok 26

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOMPABOK Ta BHECEHHS 3MiHM JI0 Jo/1aTKa Ne
7 no Haka3zy MiHicTepcTBa OXOPOHU
310poB’st YKpainu Bix 26 tpaBHs 2021 poky
Ne 1036»

01.07.2021 No 1313

Inentudikaris cyrreBoi
MOTIPaBKH

[TociOHUK 3 MOHITOPMHTY aKTHUBHOCTI mMamieHTa, Bepcis 2.0 ykpaiHcpkoro MoBow Bix 07.11.2019 p.;

MoHiTopyHT (i3U4HOI aKTUBHOCTI, KEPIBHUITBO JJIS YYacHHKiB, Bepcisi 2.0 poCiiiCbKOIO MOBOIO Bix
07.11.2019 p.

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1849 Bix 11.08.2020

Ha3ssa xiiinigyHOro
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PanmomizoBane, OaratoleHTpoOBe, MOJBIHE CIiime, Mmianedo KOHTPOJIbOBAaHE, B MapajeIbHUX TPYIax,
KOHTPOJIbOBAaHE 3a MOJMISIMHU KIiHIYHE JOCTIKEHHS 3 TOCTIJIOBHUM BKJIIOUEHHSM TpPYH, 3 TMEPioJoM
BIJIKDUTOTO TIOJOBXKEHOTO JIKYBaHHS JJIs OLIHKM €QEKTUBHOCTI Ta OE3MEYHOCTI CeJeKclnary, sK
JOJIATKOBOI Teparii 7O CTaHAapTHOI CXEeMH JIKyBaHHs y JiTeil BikoM Bif 22 10 <18 poKiB 3 JIEreHeBOIO
aprepianpHOI0 Tineprensiero», AC-065A310, Bepcis 4 3 monpaBkoro Amendment 2 Bix 13.10.2020p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

Crnoncop, kpaina

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

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




Homarok 27

110 Haka3y MiHicTepcTBa OXOPOHH 370POB A
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOMPABOK Ta BHECEHHS 3MiHM JI0 Jo/1aTKa Ne
7 no Haka3zy MiHicTepcTBa OXOPOHU
310poB’st YKpainu Bix 26 tpaBHs 2021 poky
Ne 1036»

01.07.2021 No 1313

Inentudikaris cyrreBoi
MOTIPaBKH

BxuroueHHs J0JJaTKOBOTO Miclisl TPOBEIEHHS KITHIYHOTO BUITPOOYBAaHHS:

Ne I1.1.B. BiAIOBIHAJILHOTO HOCHITHUKA
/i Ha3zpa Micuisg mpoBeieHHs KJIHIYHOTO BUITPOOYBAHHS
1 I.M.H., mpod. ['oteko €.C.

KomyHnaneHe HekomepuiiiHe mignpueMctBo «lleHTpanbHa Michbka KIIiHIUHA JHKapHD»
YKropoJIcbkoi MIChKO1 paji, TepaleBTHUYHE BiAAiICHHS, Jlep>kaBHUI BUIIWKA HaBYAIbHHMA
3aKiag «Y KrOpoACHKHI HalllOHAJBHUNA YHIBEpCHUTET», Kadeapa OHKOJIOTii Ta pasionorii
dakynpTeTy MicIsSAUINIOMHOI OCBITH Ta JJOYHIBEPCUTETCHKOI MIATOTOBKH, M. Y3KIOpPOJI

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

Ne 3059 Bix 29.12.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PannomizoBane kiiHiuHe pocaikeHHs Pa3u 3 komOiHOBaHOI Tepamii AmiBaHTamaboM Ta JlazeptiHiOom
y nopiBHSAHHI 3 OcUMepTHHIOOM Ta y MOPiBHHHI 3 JlazepTiHiOOM sK mepioi JiHil Teparii y MamieHTiB 3
MICLIEBO-TIOIIMPEHUM ab0 METACTaTUYHUM HEJIPIOHOKIITUHHUM PaKoOM JIETE€Hb 3 MYTaLI€l0 PEelenTopiB
enizepmaibHoro gaxropa pocry (EGFR-myramiero)», 73841937NSC3003, Big 05.06.2020 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CnoHcop, kpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CynyTHi
MaTepiaau/mpenapaTu
| CyIyTHBOI Teparii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Isan 3AZIBOPHUX




Jomarok 28

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOMPABOK Ta BHECEHHS 3MiHM JI0 Jo/1aTKa Ne
7 no Haka3zy MiHicTepcTBa OXOPOHU
310poB’st YKpainu Bix 26 tpaBHs 2021 poky
Ne 1036»

01.07.2021 No 1313

Inentudikaris cyrreBoi
MOTIPaBKH

[TomoBxkeHHs TPUBATIOCTI KIIHIYHOTO BUNIPOOYBaHHA 10 15 ceprus 2022 poky

Howmep ta nara Hakasy
MO3 11010 3aTBEPIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 38 Big 11.01.2020

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PangomizoBaHe, mTOJBiiiHE ciline, IUIane00-KOHTPOJIbOBAaHE, OaraToOIEHTPOBE JOCIHIIKEHHS, IO
MIPOBOJMTHCS B TMApaNCIbHUX TPYIAax, i3 3aCTOCYBaHHSIM (DIKCOBAHUX 103 JUIS OIIHKK €(DeKTHBHOCTI Ta
6e3neuynocTi npenapary SEP-363856 y martieHTiB i3 MHU30(QPEHIEI0 Y TOCTPOMY NMCUXOTHUYHOMY €Mi30.11»,
SEP361-301, Bepcis 4.00 3 iHKOpITOpOBaHOKO CYTTEBOIO monpaBkoro 3.00 Bix 26 cigns 2021 poky

3asiBHUK, KpaiHa

IianpuemcTso 3 100% inozemuo0 inBecTHIic0 «AMK TOBIA PJIC Yipaina»

CrnoHcop, kpaina

«Cynosion ®apmackroTikaic [Hk.» (Sunovion Pharmaceuticals Inc.), CIIA

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0€e3Me4YeHHS Isan 3AZIBOPHHUX




Jomarok 29
10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOMPABOK Ta BHECEHHS 3MiHM JI0 Jo/1aTKa Ne
7 no Haka3zy MiHicTepcTBa OXOPOHU
310poB’st YKpainu Bix 26 tpaBHs 2021 poky
Ne 1036»

Ne

Inentudikaris cyrreBoi
MOTIPaBKH

Bbpomrypa nocnignuka JIJI3 MK-3475, punanus 20 Bim 08 Gepesns 2021 poky, aHTIIHCHEKOIO MOBOIO;
VYxpaina, MK-7902-012, Bepcis 1.01 Big 14 tpaBus 2021 poxy, yKpaiHCBKOIO MOBOIO, iH(OpMaIis Ta
JOKYMEHT mpo iH(OopMOBaHy 3rony uis namieHta; Ykpaina, MK-7902-012, sepcis 1.01 Bixg 14 tpaBHs
2021 poky, pociiicbKOI0 MOBO0, iH(OpMAIlis Ta JOKYMEHT PO iHPOPMOBaHY 3roy IJIs MaIli€HTa

Howmep ta nara Hakasy
MO3 110110 3aTBEpIHKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1143 Big 15.05.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararorieHTpoBe, paH/1I0Mi30BaHe, MO/BiiHE Cllille, KOHTPOJIBOBAHE 32 JI0IIOMOI0I0 AKTUBHOTO MIpenapaTy
kimiHiyHe gocnimxenHs I gaszu mist ominku 6e3nexu Ta eextuBHOCTI eHBaTUHIOY (E7080/MK-7902) 3
nemOponizymabom (MK-3475) y moeananHi 3 TpaHcaprepianpHoro Ximioembomizaiiero (TACE)
nopiBHssHO 3 npoBeAeHHsAM Tulbkd TACE y yyacHMKIB 3 HEBMJIIKOBHOK / HEMETacTaTMYHONO
renarouemoisipHoo kapuuHomoro (LEAP-012)», MK-7902-012, 3 inkopniopoBaHoto nonpaskoro 02 Bixg
02 nunusg 2020 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHoto 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
MaTtepiaiu/mpenaparu
CYIyTHBOI Tepamii

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




Homarok 30

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOMPABOK Ta BHECEHHS 3MiHM JI0 Jo/1aTKa Ne
7 no Haka3zy MiHicTepcTBa OXOPOHU
310poB’st YKpainu Bix 26 TpaBHsa 2021 poky
Ne 1036»

01.07.2021 No 1313

Inentudikaris cyrreBoi
MOTIPaBKH

301IbIIeHHS 3alUIaHOBAHOI KUIBKOCTI JIOCHIIKYBAaHUX JUIsl BKIIOUEHHS Y KIIIHIYHE BHUIPOOYBaHHS B
VYkpaini (3 170 no 270 mamieHTiB)

Howmep ta nara Hakasy
MO3 110710 3aTBEPIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2372 Bix 04.12.2019

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararouentpoBe, PanmomizoBane, Iloasiiine cmine, Ilmane6o- Ta AxtuBHO- KoHTposbOBaHE
Hocmimkennst Il ®asu mis Ouinku EdexkrtuBhocti Ta besmeunocti 3actocyBanHs Mipikisymaldy y
IManienTiB 13 XBopoOoro Kpona [TomipHoro Ta Tsxkoro Iepediry», I[6T-MC-AMAM, 3 iHKOpHOPOBaHOO
nonpaskoro (b) Bix 18 rpyaus 2020 poky

3asiBHUK, KpaiHa

«Eni JIinm Boctok CAy, lBeiinapis

CrnoHcop, kpaina

Emi Jlinm eax Kommani, CIITA

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Teparii

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




Jomarok 31

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOMPABOK Ta BHECEHHS 3MiHM JI0 Jo/1aTKa Ne
7 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st YKpainu Bix 26 tpaBHs 2021 poky
Ne 1036»

01.07.2021 No 1313

Inentudikaris cyrreBoi
MOTIPaBKH

301IbIIeHHS KUTBKOCTI AOCHiKyBaHUX B YKpaini 31 110 qo 120 oci6

Howmep ta nara Hakasy
MO3 11010 3aTBEPIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 540 Bix 07.03.2019

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBane, nozasiiiHe ciine gociimkenHs Il ¢a3u mia nopiBHsHHS nemOponizymaly 3 mianebo y
KOMOiHaIii 3 HEOA'FOBAHTHOIO XIMIOTEpaITi€l0 Ta aJ'FOBAHTHOKO €HIOKPUHHOIO TEpAIi€ro MpH JiKyBaHHI
paKy MOJIOUHOI 3aJI03U 3 HAsBHICTIO PELENTOpiB J0 €CTPOreHIB 1 BIACYTHICTIO JIOACHKHX PELENTOpIB
enigepmanbHoro Qaxropa pocty 2 (ER+ / HER2-) Ha panHiil cTtanii nmpu BHCOKOMY CTYNEH1 PHU3UKY
(KEYNOTE-756)», MK-3475-756, 3 inkopriopoBanoto nonpaskoro 03 Bix 20 rpyans 2019 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiaanpHicTIO «MCJ Ykpaina»

CrnoHcop, kpaina

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

CynyTHi
MaTepiajau/npenapaTru
CYNyTHBOI Teparii

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




Jomarok 32

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOMPABOK Ta BHECEHHS 3MiHM JI0 Jo/1aTKa Ne
7 no Haka3zy MiHicTepcTBa OXOPOHU
310poB’st YKpainu Bix 26 tpaBHs 2021 poky
Ne 1036»

01.07.2021 No 1313

Inentudikaris cyrreBoi
MOTIPaBKH

[HcTpykmii moao moBomkeHHS 3 mpemapatoM AZD1402 cyxuii mopomok s ixramsamin (CIII) y
Karicynax, Bepcist 2.0 Bix 22 kBitHa 2021 poky, aHIITIMCHKOI0 Ta YKpaiHCBKOIO MoBamu; [HCTpykmii 3
Bukopuctanus npuctporo AZD1402 MONODOSE, Bepcis 2.0 Big 22 kBiTHs 2021 poky, aHTTIHCHKOIO Ta
YKPaiHChKOI0 MOBAMU

Howmep ta nara Hakasy
MO3 110110 3aTBEpIHKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 3059 Bix 29.12.2020

Ha3ssa xiiniuyHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBaHe, moABiiiHE ciimne, TUianedo KOHTPOJIbOBaHE, OaraTolleHTpoBe AociimkeHHs ¢asu Ila 3
BHU3HAUYEHHS ONTHUMAJIbHOI JI03H, Y JIBOX YaCTUHAX, JJIS1 OIL[IHKU €(PEeKTUBHOCTI 1 OE3MEUHOCTI TPhOX PIBHIB
JI03yBaHHs iHTausuiiHoro npenapaty AZD1402, mo npuiiMaeTrbes y GopMi CyXoro mopouIKy JBidui Ha
00y npoTIrom 4 THKHIB, Y JOPOCIUX MAIIEHTIB 3 OPOHX1aJIbHOK aCTMOIO, SIKI OTPUMYIOTh CEPENIHI 103U
IHraJIIHHUX KopTUKOCcTepoiAiBy, D2912C00003, Bepcis 2.0 Bix 23 nuctonaaa 2020 poky

3asBHUK, KpaiHa

TOB «APEHCIA EKCITJIOPATOPI MEAICIH», Ykpaina

CrnoHcop, kpaina

Actpa3eneka Ab, l1IBenis/AstraZeneca AB, Sweden

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

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




Jomarok 33

10 Haka3y MiHicTepcTBa OXOpPOHU 30POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOMPABOK Ta BHECEHHS 3MiHM JI0 Jo/1aTKa Ne
7 no Haka3zy MiHicTepcTBa OXOPOHU
310poB’st YKpainu Bix 26 tpaBHs 2021 poky

Ne 1036»
01.07.2021 Ne 1313
Inentudikaris cyrreBoi 3MiHa Miclig TPOBEICHHS! BUTPOOYBAHHS
IIOIIPaBKH byno Crano
k.M.H. Tomax H.B. k.M.H. Tomax H.B.

KomyHnaneHe  HekoMepiiiiHe — mianpueMcTBO | Mennunuid 1ieHTp ToBapucTBa 3 OOMEKEHOIO
«Micpka mikapus Ne2y» 3amopizpkoi Micbkoi | BigmoBigansHICTIO «IHET-09%», M. 3amopixoks
paau, HEBPOJIOTIYHE BIJUTIICHHS, M. 3allOPI¥OKS

Howmep Ta nata Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 1924 Bix 21.08.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«baratoueHTpoBe, paHJA0OMi30BaHe, MOABIAHE CIIiIe, 3 TMOABIHHOIO IMITAIlIEI0, KOHTPOJILOBAHE aKTHBHUM
npemnaparoM, nociikerns 111 ¢a3u, mo npoBoauThCS B MapajenbHUX Ipynax 3 OLIHKA e(pEeKTUBHOCTI Ta
0e31e4HOCT1 eBOOPYTHHIOA y MOPIBHIHHI 3 TEPUGPIYHOMIIOM B YYACHHUKIB 13 PELIUIUBYIOUUM PO3CISTHUM
ckiepozom», MS200527 0082, Bepcis 2.0 Bix 09 rpyans 2020 poky

3asiBHUK, KpaiHa

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

Crnoncop, kpaina

Merck Healthcare KGaA, Himeuunna

CynyTHi
MaTtepiaiu/mpenapaTi
CYIyTHBOI Tepamii

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




Honarok 34

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOMPABOK Ta BHECEHHS 3MiHM JI0 Jo/1aTKa Ne
7 no Haka3zy MiHicTepcTBa OXOPOHU
310poB’st YKpainu Bix 26 tpaBHs 2021 poky
Ne 1036»

01.07.2021 No 1313

Inentudikaris cyrreBoi
MOTIPaBKH

Honatok 01 Bim 06 xBitHA 2021 poky no bpomrypu mocmigHuka IOCHIIKYBaHOTO JIIKapChKOro 3acoly
@®pemanezymabd (Fremanezumab) (TEV-48125), sunanns 06 Bix 03 nuctonana 2020 poxy aHTIIHCEKOI0O
MOBO1O; AnminicTpatuBauii ucT 03 Big 26 kBiTHA 2021 poky a0 [IpoTokony KIIHIYHOTO TOCHITKEHHS 3
nonpaBkoro 04 Bim 04 TtpaBHs 2020 poKy aHTIIHCHKOIO MOBOK; 30UTBIICHHS KIJTBKOCTI IMAIIE€HTIB B
VYkpaini 3 25 10 40 oci6 (15 ocib).

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1143 Bix 15.05.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararonieHTpoBe paHOMi30BaHEe MOABIHHO Cllile M1ae00-KOHTPOJIbOBAHE IOCIIIKEHHS B MapalelbHUX
rpynax i3 MOJajbIIUM BiIKPUTHUM JOJAaTKOBUM TMEpPIiOAOM MJsl OLIHKH e()EeKTHBHOCTI Ta O€3MeYHOCTI
dbpemane3zymaly st TpoQiIaKTUYHOTO JIIKYBaHHS MITPEHI B TAIIEHTIB 13 BEIUKUM JCTPECUBHUM
posnagom», TV48125-MH-40142, 3 nonpaskoro 04 Big 04 TpaBHs 2020 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BINUOBIIAJIBHICTIO  «PAPMACBIOTIKAJI  PICEPY
ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHAY)

Crnoncop, kpaina

Teva Branded Pharmaceutical Products R&D, Inc., CIITIA

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

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




Jomarok 35

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOMPABOK Ta BHECEHHS 3MiHM JI0 Jo/1aTKa Ne
7 no Haka3zy MiHicTepcTBa OXOPOHU
310poB’st YKpainu Bix 26 tpaBHs 2021 poky
Ne 1036»

01.07.2021 No 1313

Inentudikaris cyrreBoi
MOTIPaBKH

Bpomrypa nocninnuka, npenapar kpem HEID 3 tpudaporenom (CD5789), Bepcis 2.0 Bim 16 Oepesns
2021 poky, aHTTiHCHKOI0 MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEPIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2707 Bim 28.12.2019

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBaHe 0araToIeHTPOBE MOJIBIMHE CJIile KpeM-Iuiane00 KOHTpoJboBaHe 90-1eHHE JOCIIIKEHHS
2 ¢a3u g OIiHKK Oe3MedHOCTi, e(PeKTUBHOCTI Ta CHCTEeMHOTO BIUIMBY kpemy HE1 3 TpudaporerHoM
(CD5789) 3 mopanpmuM 90-IeHHUM BIAKPUTUM JTOJATKOBUM JIOCHIIKEHHSIM CepeJl TMAalli€HTiB 3
ayTOCOMHO-PEIIECHBHUM 1XTiO30M i3 IIacTUHYACTHM JymieHHs M», 18-1CH-001, Bepcis 4.0 mis Ykpainu
Bin 19 nucronana 2020 poky

3asiBHUK, KpaiHa

TOB «IIpem’ep Pecepu Ykpaina»

CrnoHcop, kpaina

TOB «Meiin ®@apmay»/ Mayne Pharma LLC, CILIA

CynyTHi
MaTtepiaiu/mpenaparu
CYMYTHBOI Tepamii

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




Jomarok 36

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOMPABOK Ta BHECEHHS 3MiHM JI0 Jo/1aTKa Ne
7 no Haka3zy MiHicTepcTBa OXOPOHU
310poB’st YKpainu Bix 26 tpaBHs 2021 poky
Ne 1036»

01.07.2021 No 1313

Inentudikaris cyrreBoi
MOTIPaBKH

[ndopmariis ansa nanienrta ta popma iHPOPMOBAHOT 3rO/IM HA Y4aCTh Y AOCIIIKEHH1, OCTaTOYHA PelIaKIIisl
8.0 mnst Ykpainu Bin 23 rpynas 2020 p., oCTaTOUHUE MepeKiiaj 3 aHTIICbKOi MOBH Ha POCIHICBKY MOBY
Bix 21 tpaBHsa 2021 p., ocTaToOYHMI Mepekaj 3 aHIIMCbKOI MOBH Ha YKpaiHCbKy MOBY Bin 21 TpaBHs
2021 p. 3miHa Ha3BU MICIb IPOBEACHHSI KJIIHIYHOTO JTOCIPKCHHS .

byno

Cramno

I.M.H., mpod. bonnapenko .M.

KomynanpHuit  3akimanm  «J/lHimpomneTpoBchka
MicbKa OararornpodiabHa KiiHiuHA JikapHs Nody»
«/lHimporneTpoBchbkoi 007acCHOI pajy, BIUIIICHHS
ximioTeparii, HepxaBHuit 3aKazn
«/{ninponeTpoBchKa MEIUYHA aKajieMist
MinicTepcTBa OXOpPOHH 3/0pOB’d  YKpaiHn»,
Kadeapa OHKOJIOTIT 1 MeTUYHOT pajioJIorii,

M. JTHinpo

I.M.H., mpod. bongapenko .M.

KomyHaneHe  HekoMepuiiiHE  MHiANPHEMCTBO
«Micbka xiiHiuHa JikapHs Nedy JIHIIPOBCHKOi
MICBKOI pajii, XIMIOTEpareBTUYHE BIJIUIEHHS 3
JIEHHUM CTaIliOHAPOM, JIHInpOBCHKMIA
JIep’KaBHUM MeIWYHUM YHIBepcHUTeT, Kadeapa
OHKOJIOT1{ Ta MeMYHOI pajiosorii, M. JHinpo

I.M.H., ipo¢. KpmxaHiBcbka A.€.

KomyHanpHui 3aKJI1ajq «lIpukapnarcekuii
KJIIHIYHUA OHKOJOTIYHUHN 1eHTp», III Xipypriune
BiiieHHs, JlepkaBHUWI BUIIUI HaBUATHHHIA
3aknan  «IBaHO-DpPaHKIBCHKUNM  HAI[IOHATBHUMA
MEIWYHUNA YHIBEpCUTET», Kadeapa OHKOJIOTIT,
M. IBaHO-DpaHKiBChK

I.M.H., ipod. KpmkaniBcbka A.€.

KomyHanbHe  HekoMepuiiiHe  HiANPHEMCTBO
«lIpukapnaTchkuif  KJIIHIYHUA  OHKOJIOTIYHMM
ueHtp IBaHo-®dpankiBcbkoi oOmacHOI paany,
xipypriude BifgauieHHs Ne3 TOpMOHO3aJIEKHUX
OyXJIMH Yy  KIHOK,  IBaHO-DpaHKIBCHKHIA
HaIllOHAJTFHUNA MEAUYHHUKN yHiBepcuUTeT, Kadeapa
oHKoJIOT1i, M. IBaHO-DpaHKiBCHK




2 IIponoBxenHs nonarka 36

Howmep 1a nara Hakasy
MO3 1010 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 757 Bin 04.07.2017

Ha3ssa xiiniunoro
BUIIPOOYBaHHsI, KO/,
Bepcis Ta JaTta

«PangomizoBaHe MOABIMHO ciine IUIane00-KOHTPOJIbOBAaHE OaraToleHTPOBE AOCHIKEHHS 3 dazu 3
OLIIHKM MIATPUMYIOUO1 Tepamii HipanapuOoM y Mali€HTOK i3 MOIIMPEHUM PAKOM SIEYHHKIB, Y SIKUX OYyi10
3apeecTpoBaHO BIJIOBIIb HA TEpaArito MepIoi JiHli 13 3aCTOCYBaHHSAM XIMIOTEpaNeBTUYHUX IpenapariB
Ha ocHOBI TutatuHmny, PR-30-5017-C, penakmis 6.0 3 [Tormpaskoro NeOS Bix 19 ceprus 2020 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITIOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

CnoHncop, kpaina

«TECAPO Inkopnopeiireny», CILIA

CynyTtHi
MaTepianu/mpenaparu
CYNYTHBOI Teparii

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




Homarok 37

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOMPABOK Ta BHECEHHS 3MiHM JI0 Jo/1aTKa Ne
7 no Haka3zy MiHicTepcTBa OXOPOHU
310poB’st YKpainu Bix 26 tpaBHs 2021 poky

Ne 1036»
01.07.2021 Ne 1313
Inentudikaris cyrreBoi BxuroueHHs J0JJaTKOBUX MiCLIb TPOBEICHHS BUITPOOYBaHHS !
MOTIPaBKH
Ne I1.1.B. BiAIOBIAAILHOTO JOCIITHUKA
n/n HasBa micus nmpoBeeHHs KIIIHIYHOTO BUIPOOYBaHHS

1. | mixap ImpkiB H.T'.

KomyHansHe HEeKOMepIiiiHe MiMPUEMCTBO «4-a MichbKa KJIiHIYHA JiKapHs M. JIbBOBay, kiHOYA
KOHCYJIbTAIIIS MOJTIKIIHIYHOTO BiyIiJIeHHs, M. JIbBIB

2. | mixap Tapan O.A.

[TpuBaTHe Maje WiANPUEMCTBO, MemuuHHA IEeHTp «[lymbe», TepameBTUYHE BiIIIICHHS,
M. Binaurs

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

Ne 2674 Bix 18.11.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTta

«baratoueHTpoBe, paHI0Mi30BaHe, TO/IBiiTHE clIine, miane00o-KOHTPoabr0oBaHe nociipkenns daszu Ila, mo
MPOBOANUTHCS B MapalieTbHUX Tpynax s TMepeBIpKM KOHIIEMII 3 METOI OLIHKH e(eKTUBHOCTI Ta
6esneunocti npenapaty TU2670 npu nepopaibHOMY HpUOMiI B HAIIEHTOK 3 00JieM BiJl MOMIPHOTO 10
TSOKKOTO CTYIIEHIO, OB’ s13aHOTrO0 13 engomerpiozom», TUC3PII-01, Bepcis 1 Bix 07 TpaBus 2020 poky

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO iHBECTHIIIEIO «AVK’IOBIA PJIC Ykpaina»




2
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CnoHcop, kpaina

TiumBio Co. Ltd, Republic of Korea

CynyTtHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

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

Isan 3AZIBOPHHUX



Jomarok 38

110 Haka3y MiHicTepcTBa OXOPOHU 370POB A
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTPABOK Ta BHECEHHS 3MiHH JI0 10J1aTKa
Ne 7 no nakazy MiHicTepcTBa OXOpOHH
310poB’st YKpainu Bix 26 tpaBHs 2021 poky
Ne 1036»

01.07.2021 No 1313

Inentudikaris cyrreBoi
MOTIPaBKH

[TomoBxkeHHs TPUBATIOCTI KIHIYHOTO AOCHIKeHHS B YKpaini 10 31 Gepesns 2022 poxky

Howmep ta nara Hakasy
MO3 11010 3aTBEPIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1962 Bix 29.10.2018

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«IIpocriekTrBHE, OaraTolEeHTPOBE, BIIKpUTE, paHAOMIi30BaHE NOCTiKeHHS ¢asu 3b/4 13 mepexpecHuM
JIM3aHOM JUISl OLIHKM IepeHOCHMOCTi Ta Ge3neunocti npenapaty ®EMBA, po3Be/ieHOro B CTaHIapPTHOMY
yu Ha 50% 3MeHueHoMy o00'eMi, 1 BBeleHHS i1H(Y3li 3 MPUCKOPEHOI0 MIBUJKICTIO y MAIli€HTIB 3
remodimiero A un B 3 imribitopamuy», 091501, 3 inkopnopoBanoro momnpaBkoio 4 Big 07 Oepe3ns
2018 poky

3asiBHUK, KpaiHa

IianpuemcTso 3 100% inozemuoo inBecTHieto «AMK'TOBIA PIC Vipainay»

CrnoHcop, kpaina

Baxalta Innovations GmbH, ABcTpis

CynyTHi
MaTtepiaiu/mpenaparu
CYMYTHBOI Tepamii

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




Jomarok 39

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTPABOK Ta BHECEHHS 3MiHH JI0 10J1aTKa
Ne 7 no nakazy MiHicTepcTBa OXOpOHH
310poB’st YKpainu Bix 26 TpaBHsa 2021 poky
Ne 1036»

01.07.2021 No 1313

Inentudikaris cyrreBoi
MOTIPaBKH

[TonoBXKeHHST TPUBAJIOCTI KIIIHIYHOTO JOCTIIKEHHsS B CBITI Ta B YKpaiHi 10 28.02.2022 p.; 3MeHIICHHS
3aIIaHOBAHOI KUIBKOCTI JOCTiKyBaHUX B YKpaiHi 3 500 mo 197 oci6; 3MiHa Ha3BU MICIlb MMPOBEICHHS

KJIHIYHOIO JOCIIKEHHS

byno

Craio

I.M.H., ipo¢. bornaperko [.M.

Komynanpuuit  3aknan  «/lHinmponeTpoBchKka
MmichKa OararompodinpHa KiIiHIYHA JiKapHS Ned»
«JIHiporneTpoBChKOi 001aCHOT paau, BiIIICHHS
ximioTeparnii, [epxxaBHuit 3aKian
«/InimporneTpoBchka MeanYHa akazemis
MiHicTepcTBa OXOpPOHH 370pOB’S  YKpaiHU»,
kadenpa OHKONOrI 1 METUYHOI PaJioJIOTii,
M. J{Himpo

I.M.H., npod. bonaapenko .M.

KomyHanbHe  HekoMepuiiiHEe  HiANPHEMCTBO
«Micpka kimiHiuHa JikapHs Nedy» JIHIIpOBCHKOL
MICBKOT paju, XiMiOTepalleBTHYHE BIIIUICHHS 3
JEHHUM CTalllOHapOM, JIHInpoBCHKMIA
JepKaBHUH METUYHUM YHIBepcUTET, Kadenpa
OHKOJIOT1i Ta MEIMYHOI pajionorii, M. J[Hinpo

JI.M.H., mpo¢. Kpnxaniscbka A.€.

KomyHnansHuit 3aKJI1ajq «IIpukapnarcekuii
KIIHIYHUA OHKOJIOTIYHHMH IIEHTP», MaMOJIOTiYHe
BiAIneHHs, Jlep)KaBHMIM BUIIMK HaBYATbHUN
3aknan  «IBaHO-DpaHKIBCHKUI  HAlllOHATHHHIMA
MEAWYHUN YHIBEPCUTET», Kadeapa OHKOJIOTIT,
M. [BaHO-DpaHKiBCHK

I.M.H., mpo¢. KpmxaniBcbka A.€.

KomyHnanbHe  HekoMepIliiiHE  HIANPUEMCTBO
«[IpukaprnaTchbkuil ~ KIIHIYHUN  OHKOJOTIUHHIM
neHtp IBaHo-®pankiBChKOi 00JIaCHOI paan»,
xipypriude BimaiieHHs Ne3 ropMoHO3aNeKHUX
OyXJIUH Yy  OKIHOK,  IBaHO-®paHKiBCHKHIA
HaI[lOHANbHUN MEIWYHUN YHIBEpCUTeET, Kadenpa
oHKoJI0T1i, M. IBaHO-DpaHKIBCHK
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Howmep 1a nara Hakasy
MO3 1010 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1399 Bin 27.07.2018

Ha3ssa xiiniunoro
BUIIPOOYBaHHsI, KO/,
Bepcis Ta JaTta

«baraTtonieHTpoBe paHAOMI30BaHE IMOABIMHO CIINE TOPIBHSUIBHE JOCTIHKCHHS e()EeKTUBHOCTI Ta
6esneunocti npenapaty EG12014 (tpactyzymaly «Eiip/lxenikc») i 'epuentuny® mnpu mpoBeneHHI
HeoaJ1'10BaHTHOI Tepamii mamienTkaMm i3 HER2-1o3uTHBHUM pakoM MOJIOYHOI 3aJI03M PaHHBOI CTamil y
MO€JIHAHHI 13 CHCTEMHOIO TEpaIli€l0 Ha OCHOBI MpenapaTy aHTpauuKIiHOBOro psny i makiitakcemy (111
(daza xmiHiyHUX nocmimpkenb)», EGC002, ocrarouna penakmis 3rigHo 3 Ilompaskoro 4 Big 02 Oepe3Hs
2020 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITIOBIJTAJIBHICTIO «I1I EC AU-YKPATHA»

Cnoncop, kpaiHa

«Eiplxenike lnxoproperiten» (EirGenix, Inc.), TaiiBaus, PecmyOnika Kuraii

CynyTtHi
Marepiaiau/mpenaparu
CYIYTHBOI Tepartii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NMEeYCHHS Isan 3AZIBOPHUX




Homarok 40

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTPABOK Ta BHECEHHS 3MiHH JI0 10J1aTKa
Ne 7 no nakazy MiHicTepcTBa OXOpOHH
310poB’st YKpainu Bix 26 TpaBHsa 2021 poky
Ne 1036»

01.07.2021 No 1313

Inentudikaris cyrreBoi
MOTIPaBKH

OmnosiieHu#t mpoTokon KiiHIYHOTO AocmikeHHs MK-7902-007 3 inkopmopoBaHoio mompaBkoro 05 Bix
02 Oepe3nst 2021 poky, aHrmiicbkol0 MOBOW; bpomrypa mocmigauka MK-3475, umanas 20 Bix
08 oepe3ns 2021 poky, aHrmCbKO MOBOIO; [HpopMmarllis Ta JOKyMEHT Hpo iHGOPMOBaHY 3roAay IS
namienta, Ykpaina, MK-7902-007/E7080-G000-314, Bepcis 05 Bing 27 kBiTHa 2021 poky, YKpaiHCHKOIO
MoBow; IHdopmaris Ta mokymeHT mnpo iHGoOpMOBaHy 3roay MAis mamieHTa, Ykpaina, MK-7902-
007/E7080-G000-314, Bepcis 05 Bix 27 kBiTHS 2021 pOKY, pOCIHCHKOIO MOBOIO

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

Ne 727 Bin 04.04.2019

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBane, noasiiiHe ciine gociimkenHs 11 ¢asu komOGinarii nemoponizymady (MK-3475) 3 abo
6e3 gmenBaruHiOa (E7080/MK-7902) y paniime HeJTIKOBaHMX TMAIEHTIB 3  METaCTaTUYHUM
HepiOHOKMITUHHUM pakoM JjiereHb (HIAKPJI) 3 mokaznukom nponopuii myxiauau (TPS), mo 6inbire abo
nopisaioe 1% (LEAP-007)», MK-7902-007, 3 inkopriopoBanoto nornpaskoto 03 Bix 16 rpyaas 2019 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiaanpHicTIO «MCJ Ykpaina»

CrnoHcop, kpaina

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

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

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




Honatok 41

110 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ A
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTPABOK Ta BHECEHHS 3MiHH JI0 10J1aTKa
Ne 7 no nakazy MiHicTepcTBa OXOpOHH
310poB’st YKpainu Bix 26 tpaBHs 2021 poky
Ne 1036»

01.07.2021 No 1313

Inentudikaris cyrreBoi
MOTIPaBKH

OnHoBIleHUH TPOTOKOJ KIIHIYHOTO BUIMIPOOYyBaHHs, Bepcis 7 Bix 24 motoro 2021 p.; ®opma inpopmoBaHoi
sroau Bepcis 7.0 s YkpaiHu yKpaiHChKOIO Ta pociiickkoro moBamu Bin 05 tpaHs 2021 p. Ha ocHoBi
MozenbHOi ¢opmu iHMopMoBaHOi 3rogu ans gociimkeHHs GO040241 (IMpower030) Bepcis 7 Bin
24 motoro 2021 p.

Howmep ta nara Hakasy
MO3 110110 3aTBEpIHKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 928 Bix 15.05.2018

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Ilongiiine crmine, 6araToneHTpoBe, paHaomizoBane aociaipkeHHs 111 ¢azu 11 ouiHkKM epeKTUBHOCTI Ta
0e3IeKu Heoa ' TOBaHTHOI Teparii are3oii3ymadom abo miamnedo B KOMOIHAIT 3 XIMIOTEpaIi€r0 Ha OCHOB1
IpenapariB IMJIaTUHU Yy TMAaLi€eHTIB 3 onepadenbHUM HeApiOHOKMTUHHUM pakoMm Jerenb II, IIHA 1
BubipkoBo IIIB crazgii», GO40241, sepcis 6 Bix 12 yepsus 2020 p.

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHo0 BianoBiAanbHICTIO «Pomt Ykpaina»

CrnoHcop, kpaina

®.Xoddpmann-JIs Pour JIta, [seiuapis

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

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




Jonarok 42

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTPABOK Ta BHECEHHS 3MiHH JI0 10J1aTKa
Ne 7 no nakazy MiHicTepcTBa OXOpOHH
310poB’st YKpainu Bix 26 tpaBHs 2021 poky
Ne 1036»

01.07.2021 No 1313

Inentudikaris cyrreBoi
MOTIPaBKHU

Omnosnenuit nporokon gociimkenHs SHR-1210-111-310, sepcis 5.1-EMEA Bin 10 6epe3ns 2021 poky,
aHTIIHCHKOI0 MOBOIK; bpommypa mocnmimaumka Kampemizymad (SHR-1210), Bepcis 7.1 Big 10 OGepesns
2021 poky, aHrmiicekor0 MOBOIO; bpoirypa gociignuka PuBouepani6 mesunar, Bepcis 6.1 Big 10 6epe3ns
2021 poky, aHTTiHCHKOI0 MOBOIO

Howmep ta nara Hakasy
MO3 110110 3aTBEpIHKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1246 Bix 26.05.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannmomizoBaHe, BiAKpHUTE, MDKHApOAHE, OaraTroleHTpoBe, KIiHIYHE JochimkeHHs a3 3
KoMO1HOBaHOrO 3actocyBaHHs npenapaty SHR-1210, sxuit siBisie coboro antutisio 1o PD-1, Ta anatunioy
Me3uiaty (puBolepaHiOy) MOPIBHSAHO 3 3aCTOCYBaHHAM copadeHiOy K Teparii nepuioi JiHii y Mali€eHTiB
13 momupeHow renarouemonapHoro kapuuHomowo (I'IK), skl panime He OTPUMYBAJIM CHCTEMHY
tepanito», SHR-1210-111-310, Bepcis 5.0-EMEA Bix 01 tpaBus 2020 poky

3asBHUK, KpaiHa

[TinnpuemctBo 3 100% 1HO3EMHOIO 1HBECTUIIIEIO «AVK’IOBIA PJIC Vkpaina»

CrnoHcop, kpaina

Jiangsu Hengrui Medicine Co., Ltd., China

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

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




Honmarok 43

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTPABOK Ta BHECEHHS 3MiHH JI0 10J1aTKa
Ne 7 no nakazy MiHicTepcTBa OXOpOHH
310poB’st YKpainu Bix 26 tpaBHs 2021 poky
Ne 1036»

01.07.2021 No 1313

Inentudikaris cyrreBoi
MOTIPaBKH

Omnosnenuii Ilporokon kiminiyHoro nociuimxkenns IMU.ACS.001, ¢inanpHa Bepcis 3 TJI00aTbHOO
nonpaBkoro #3 Big 17 mororo 2021 p., anrmificekoro MoBoro; Dopma 3arBep/ukeHHS [IpoTOKOITY
kimiHiyHOTO nocimimkenHs IMU.ACS.001, ¢inanpHa Bepcis 3 MI00anbHOK MOMpaBKowo #3 Bix 17 mororo
2021 p., axrmicekoro MoBow; @opma 3aTBeppKeHHS IIpOoTOKONY KIIIHIYHOTO —JTOCIIIKEHHS
IMU.ACS.001, nns Hocnignuka, hiHambHa Bepcis 3 modanbHOI0 monpaskoro #3 Big 17 mororo 2021 p.,
aHITChKOI0 MOBOIO; bpomrypa mocmigauka IMU -131, (HER-Vaxx) HER-2/neu Peptide Vaccine,
Bunanns 4, Bin 22 motoro 2021 poky, aHIiCbKOI0 MOBOIO; J[oche qOCTiIKyBaHOTO JIIKApCHKOTo 3aco0y
IMU-131, VAC-IMU131 piCHEM product code AV9, Bepcis 03 Bix 25 cepras 2020 poky, aHTTIHCHKOIO
MOBOI0; [101OBXKEHHS TEPMiHY PUAATHOCTI JOCIIIKYBAHOTO Jikapchkoro 3acody VAC- IMU-131 (Batch
no AV9-160101) mo 48 wicsiB; ®opma iHpopmoBanoi 3roqu yyacauka IMU.ACS.001 [Qns Ykpainwu,
daza 2, Bepcist 3.0 Bix 2 kBitHs 2021 p., Participant Informed Consent Form - IMU.ACS.001 Ukraine
English— Phase 2, Version 3.0., dated 2 April 2021, anrmiificekoro MoBoro; ®opma iHpopMOBaHOT 3roau
yuacauka IMU.ACS.001 [lns Ykpainu, ¢asa 2, Bepcis 3.0 Bix 2 kBiTHA 2021 p., yKpaiHCHKOIO MOBOIO;
«Dopma undopmuposannoro coriacus yuactauka IMU.ACS.001 [dns Ykpaunsl, ¢aza 2, Bepcus 3.0 ot 2
anpens 2021 r.», pociiicekoro MoBoto; Jlonatok 10 @opmu iHpopmoBaHoi 3roau yuacHuka IMU.ACS.001
Jna Ykpainu, ¢aza 2, sepcis 3.0 Big 2 kBiTH 2021 p., Annex to Participant Informed Consent Form -
IMU.ACS.001 Ukraine English— Phase 2, Version 3.0., dated 2 April 2021, aHrmiiicbkoro MOBOIO;
HNonarok mo ®opmu inpopmosanoi 3roan ydacauka IMU.ACS.001 Ins Ykpainu, daza 2, Bepcis 3.0 Bix 2
kBiTHS 2021 p., ykpaincbkoro MoBoM; «lIpunoxenue k @opme HHGOPMUPOBAHHOTO COTIACHS YYACTHUKA
IMU.ACS.001 Hns Ykpawnsl, ¢daza 2, sepcust 3.0 ot 2 anpens 2021 r.», pociiicekkoro MmoBow; dopma
BIIMOBH BiJl y4acTi B JAOCHI/DKEHHI 1 mpuiioMmy nociimxkysanoro npenapary, IMU.ACS.001 ans dasu 2,
Bepcis 3.0 Bim 2 xBiTHa 2021 p., / Form of withdrawal of participation from study treatment,
IMU.ACS.001 for Phase 2, Version 3.0., dated 2 April 2021, anrmiiicekoro MoBoto; dopMa BiIMOBH BiJl
ydacTi B JOCHIKEHHI 1 npuiiomMy pociipkyBanoro npenapary, IMU.ACS.001 nnst dazu 2, Bepcis 3.0 Bix
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2 xsitHa 2021 p., ykpaiHncbkoio MOBow; «®DopmMa OTKa3za OT y4dyacTHs B HCCIIEJOBAaHUU U TpHUEMa
uccneayemoro mnpenapara, IMU.ACS.001 mis daser 2, Bepcust 3.0 ot 2 anpens 2021 r.», pociiicbkoro

MOBOIO; 3MiHa ITIOBHOI Ha3BH KIIHIYHOTO JOCIIIKEHHS:

byno

Crano

«Bigkpure  mocmimkenns  1b/2  ¢asm 3
paH0MI30BaHUM METOJIOM Binoopy y dasi 2 IMU-
131 HER2/neu menTuaHOi BakIUHK y TO€IHAHHI
31 CTaHJAApTHUM KypCOM XimioTeparii y HaIi€HTiB

i3 HER2/neu rirnepeKcrpecieto npu
MeTacTaTU4YHINA abo PO3IOBCIOKEHIN
aJICHOKAPITUHOMI HUTYHKY abo

ractpoe3odarealbHOTO BIALTY»

«XEPI3OH [HERIZON]: Bigkpute mocmimKeHHs
1b/2 da3u 3 paHAOMI30BaHMM METOIOM BigOOpYy y
¢asi 2 IMU-131 HER2/neu nenTuaHOl BaKIUHHA Y
MOETHAHHI 31 CTAHJAAPTHUM KypCcoOM XiMmioTeparii y
naniedtiB i3 HER2/neu rimepekcnpecieto mpu
MeTacTaTU4YHINA abo PO3IOBCIOKCHIM
aJICHOKapIIMTHOMI HUTYHKY abo
ractpoe3odareabHOTO BIILTY»

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1265 Big 05.06.2019

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Binkpure nocmimkenns 1b/2 dha3u 3 panmoMizoBaHUM MeTOIOM Bigdopy y dasi 2 IMU-131 HER2/neu
MENTUAHOI BakKUMHU Y MOEJAHAHHI 31 CTaHJAPTHUM KypcoMm xiMmioTepanii y mnamieHtiB 13 HER2/neu
rinepekcrnpecielo  NpH  MeTacTaTW4Hid a0o  PO3MOBCIOJKEHIM  aJleHOKapIMHOMI LUIyHKY a0o
ractpoe3odareanbHoro Biaainy», IMU.ACS.001, Bepcis 3 rnobanbHOIO MONpPaBKoo #2 BiA 23 nucTonaja
2018 p.

3asBHUK, KpaiHa

TOB «Apencis Excruioparopi Meziciny, Ykpaina

CrnoHcop, kpaina

«IM’ropxun Jlimiten» (Imugene Limited), ABctpanist

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3MeYeHHS

IBan 3A/IBOPHUX




Honatok 44
10 Haka3y MiHicTepcTBa OXOPOHU 310POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
IIOIIPABOK Ta BHECEHHsI 3MIHHU J0 J10/1aTKa
Ne 7 no nakazy MiHicTepcTBa OXOpOHH

310poB’st YKpainu Bix 26 tpaBHs 2021 poky

Ne 1036»
01.07.2021 Ne 1313

Inentudikaris cyrreBoi
MOTIPaBKH

OnHoBIleHUH MPOTOKOJ KJIIHIYHOTO BUMPOOyBaHHA, Bepcis 6 Bix 10 6epesns 2021 p.; Onosnena @opma
iHpopmoBaHoi 3roau Bepcis 3.0 s YKpainu ykpaiHCBKOIO Ta pocilicbkoro MoBamu Bix 12 TpaBHs 2021 p.
Ha ocnoBi MmonensHO1 Gopmu iHDopmoBaHoi 3roau s gociimkerHs BO40336 Bepcis 4 Bix 09 O6epe3ns
2021 p.; KapTka-mojska y4YacHWKY MAOCHIDKEHHS BiJ KIIHIYHOI KOMaHAM AociipkeHHs Alina
YKpaiHChKOI Ta POCIHCHKOK MOBamu; JIMCT-TIOZAsIKA YYaCHHKY JOCIHIIPKEHHS BiJl KIIHIYHOI KOMaHIH
nociimkeHHs Alina ykpaiHCBKOIO Ta pOCICHKOI0 MOBaMU

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

Ne 1962 Bix 29.10.2018

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Binkpure, panaomizoBane gociaipkeHHs I ¢a3u 1ia oniHKM eeKTUBHOCTI Ta O€3MeKu aleKTuHiOy B
SIKOCT1 aI'FOBAaHTHOI Tepamii B TOPIBHSAHHI 3 aJ'TOBAHTHOIO XIMIOTEpami€lo MpenaparaMd Ha OCHOBI
IUIATHHU Yy TAI[€HTIB 3 HeAPiOHOKTITHHHUM pakoM JiereHb ctamili IB (myxmuam = 4 cm) - A,
MMO3UTUBHUM I10J10 KiHA3W aHAIUIACTUYHOT JTiM(GOMH, 3 TOBHOKO pe3eKIliero myxiauau», BO40336, Bepcis 5
Bix 26 nmucromnana 2019 p.

3asiBHUK, KpaiHa

ToBapucTso 3 0OMexeHo0 BianoBiAanbHICTIO «Pomt Ykpaina»

Cnoncop, kpaiHa

®.Xodhdpmann-JIs Pomr JIta, [lseiuapis

CynyTHi
MaTtepiaiu/mpenapaTu
CYIyTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Isan 3AZIBOPHUX




Jonatok 45
10 Haka3y MiHicTepcTBa OXOPOHU 310POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX

MOTIPABOK Ta BHECEHHS 3MiHU JI0 oaaTKa Ne

7 no Haka3zy MiHicTepcTBa OXOPOHHU

310poB’st YKpainu Bix 26 tpaBHs 2021 poky

Ne 1036»
01.07.2021 Ne 1313

Inentudikaris cyrreBoi
MOTIPaBKH

Omnosnenuit mporokon 3 nompaBkoto INT-7 Bim 31.03.2021 p.; IIpogoBkeHHs TepMiHY MPOBEICHHS
kiiHigHOro BumpoOyBanHsS 10 30.06.2024 p.; Bpomypa mocmimauka JNJ-54767414 (maparymyma0),
BumanHs 17 Big 17.12.2020 p.; Indopmanis mns mamienta ta @opma indopmoBanoi 3rogu — [IpoTokon
54767414MMY 3004, Bepcis ykpaiHChKOI0 MOBOIO miist YKpainu Big 27.04.2021, Bepcist 14.0; Indopmartis
s mamienta tTa @opma iHpopmoBaHoi 3roau — Ilportokon 54767414MMY3004, Bepcis pOCIHCHKOIO
MOBOIO Juis Ykpainu Bix 27.04.2021, Bepcis 14.0; Brurtouennss HoBoi BUpoOHWYOI minsHkM st J1JI3
Hapatymymab, nns migmkipHoro BeefaeHHs, 1800 wmr, 120 wmr/mm:  Fisher Clinical Services,
BenukoOpuTanis; 3MiHa BiAMOBIqAILHOTO gociiaauka y MIB:

byno Crano

nikap [Tunmunenxo I'.B. nikap Horaesa JILI.

KomyHnaneHe  HekoMmepuiiiHe — mianpuemctBo | KomyHanbHe — HEKOMepIiiiHE  MIAIPUEMCTBO
«Hepkacbkui oOacHui OHKoJIOT1yHMH | «Yepkacbkuit o0acHUM OHKOJIOTTYHHH
nucriancep — Yepkacbkoi  obGmacHoi  pammy, | qucnancep — Yepkacbkoi — oOnacHOi  pammy,
Ob6nacHuit JiKyBaJIbHO-A1arHOCTUYHUH | OOnacHwMi TKyBaJIbHO-A1arHOCTUYHUHT
remMaTosIoriyHui neHTp, M. Yepkacu reMaToJIoriuHui neHTp, M. Yepkacu

Howmep Ta nata Hakazy
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ha3ssa xiiniuyHOrO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«Kniniune nocnimkenHs 3 ¢a3u nopiBHsaHHA [apatymymaly, boprezomiOy ta [lekcamerazony (DVd) 3
Bopre3omibom Ta [lekcamerazoHoMm (Vd) y maii€HTiB 3 peLMUIUMBHOI YU pedpakTEPHOIO MHOKUHHOIO
MietoMoro», 54767414MMY 3004, 3 monpaskoro INT-6 Bix 08.04.2020 p.

3asBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris
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CnoHcop, kpaina

«IHCCEH ®APMAIEBTUKA HBy, benbris

CynyTtHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary

papmaneBTHYHOrO 3a0€e3ne4eHHS

Isan 3AZIBOPHHUX



