Hoparok 1

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikatiis cyrreBoi
TIOTIPaBKU

Onoenene [ocke mocmimkyBaHoro jmikapcekoro 3aco0y E7080 (Lenvatinib), pemakiiisi 28, Bif KBiTHA
2021 poky, Bepcis 06CQ3G, Bixg 03 TpaBHs 2021 p., aHrailCbKOK MOBOR; bpolrypa mociaigHuka
nmocimkyBaHoro jikapcekoro 3acody E7080, nenBatuni6 (LENVIMA®, KISPLY X®), pexnakuis 18 Bix
30 uepBHs 2021 poKy, aHIIIKCHKOI0 MOBOIO

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 187 Big 05.02.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«BigkpuTe kiHiune pocsimkenns 11 ¢a3u, 1m0 MPOBOAUTLCS B OZIHIH TPYTIi /1S OL[iHKKM TIeMOposTi3ymaly
B KOMOiHarii 3 jileHBaTMHIOOM B SIKOCTi Tepiioi JiHii JiKyBaHHS B YYaCHHUKIiB 3 PO3IMOBCIO/KEHOH /
METacTaTUYHOI  HECBITJIOK/IITUHHOK  HUPKOBO-K/JIITUHHOIO  KapuuvHomoro  Hupkd  (HcKHKKH)
(KEYNOTE-B61)», MK-3475-B61, 3 inkopriopoBaHoto rnoripaBkoro 01 Biz 15 kBiTHsA 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBiganbHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exz Joym Kopr.», gouipHe nianpuemcrso «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /Ilupexkropary

(apMareBTUUHOTrO 3a0e3MeueHHA

Isan 3A/IBOPHUX




Hoparok 2

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoB/leHMI IIOAEHHVK TIalli€HTa [Jis peecTpalii MpuiioMy Tiperiapary: anekTuHib, Bepcis 2.1, Big
19 Gepe3ns 2021 p. yKpaiHCBKOIO Ta pOCiHCBKOH MoBamu; OHOBJIEHI PO3[iMU AOCHE AOCTiHKYBAaHOTO
nikapceKoro 3acoby AuiektuHiO TBepai karmcynmu mo 150 mr: 2.1.S.2.1 Manufacturer(s) (cmc376453),
2.1.5.2.3 Control of Materials (cmc380348), 2.1.5.4.4 Batch Analyses (cmc379896), 2.1.P.3.1
Manufacturer(s) (cmc389881)

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1962 Biz 29.10.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpure, paHgomizoBaHe gociimkeHHs I da3u as oiHKM eeKTUBHOCTI Ta Oe3reku aneKTHHiIOy B
SAKOCTI a/'tOBaHTHOI Tepamil B TIOpIBHAHHI 3 a/'IOBAHTHOK XIMiOTeparii€ro IiperiapaTaMu Ha OCHOBI
MJIaTUHU Y TALi€HTIB 3 HeApPiOHOKMTUHHUM pakoM JjereHb cragii IB (myxmuau > 4 cm) - IIIA,
MO3UTUBHUM 11100 KiHa3u aHaruiaCTUYHOI JiMpoMH, 3 TIOBHOIO pe3eKli€eto myxyinHu», BO40336, Bepcis 6
Big 10 6epesnst 2021p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOI0 BiAMoBizampHICTIO «Porn YKpaiHa»

CnoHcop, KpaiHa

@.Xodbdmann-JIs Poru Jita, [Beiiiiapis

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonaTok 3

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

InenTudikariist cyrreBoi
TIOTIPaBKU

OnoBneHe [Jochbe AociimpKyBaHOTO Jikapchkoro 3acoby E7080 (Lenvatinib), pemakijisi 28, Bif KBiTHS
2021 p., Bepcist 06CQ3G Big 03 TpaBHs 2021 p., aHrJilickkoro MoBor0; OHoBieHe [10Che AOCTiIKYBaHOTO
nikapcekoro 3acody E7080 (Lenvatinib Placebo), pemakuis 11, Big kBiTHs 2021 p., Bepcis 06CQ64 Bif
03 TtpaBHsi 2021 p., anriificekoro MoBow; OHoBneHa Cekuisg 3.2.P DRUG PRODUCT (Lenvatinib
capsules) Tocke mocimKyBaHOro JiKapcbKoro 3acoby Lenvatinib, Bepciss 05KMSJ Big 19 ceprns 2020 p.,
aHrjiicekoro MoBoto; OnoBnieHa Cekuis 3.2.P DRUG PRODUCT (Lenvatinib capsules and matching
placebo); ocke pmocnimkyBaHoro mikapcbkoro 3aco0y Lenvatinib Placebo, Bepcis 05KMSH Bif
19 ceprmast 2020 p., aHT/IiMCEKOI0 MOBOIO; Bporiypa Aoc/iiHUKa AOCTipKyBaHOTO JIiKapChbKOTO 3aco0y
E7080, nenBatuni6 (LENVIMA®, KISPLYX®), penakuis 18 Big 30 yepBHst 2021 poKy, aHIVIiHCHKOO
MOBOO

Howmep Ta gara Haka3zy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUITPOOYBaHHS

Ne 1143 Big 15.05.2020

Has3sBa kiiHiuyHOTrO
BUIPOOYBaHHs, KO/,
BepCis Ta JaTa

«bararoLeHTpOBe, paHAOMi30BaHe, TOJBiMHEe CJiille, KOHTPOJIbOBAHE 3a J[OMOMOrOK AaKTHMBHOIO
npernapary KiiHiuHe gociimkeHHs III ¢a3u g oliHku Oe3neku Ta e(hEKTUBHOCTI JIeHBATHUHIOY
(E7080/MK-7902) 3 membponizymabom (MK-3475) y moemHaHHI 3 TpaHcapTepiaTbHOIO
ximioembouizariero (TACE) nopiBHsiHO 3 mpoBefeHHssM Tiibkd TACE y yuaCHMKIiB 3 HEBU/TIKOBHOMHO /
HeMeTacTaTUYHOI renaroLentossspHoo KapruHomow (LEAP-012)», MK-7902-012, 3 iHKOPHOpOBaHOO
nioripaBkoro 03 Biz 28 tpaBHs 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifmoBigampHiCTIO « MCJ] YKpaiHa»




2 TPOJIOBXKEHHA J0JaTKa 3

CrioHcop, KpaiHa «Mepk Hlapn Exp Joym Kopr.», nouipue nianpuemctBo «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CymnyTHi —

Marepianu/npernapaTy

CYyNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(apmareBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




HopnaTok 4

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

InenTudikariist cyrreBoi
TIOTIPaBKU

Bporypa gocnignvuka E7080 (nenBatuHi6), BuganHs 18 Big 30 uepBHs 2021 poky, aHTJ/IiHCBKOI0 MOBOIO;
OnoeneHe [locke AociifpKyBaHOTO Jiikapcbkoro 3acoby E7080 (nenBatwHi6), BUaHHs 28, Bif KBiTHs
2021 poky, Bepcis 06CQ3G, Bim 03 TtpaBHa 2021 p., aHrmilicekoro MoBoro; Posgin 3.2.P [locke
JIOCTTiI)KyBaHOTO JTikapchKoro 3aco0y JlenBatuHi0, Bepcis 05KMSJ Big 19 cepras 2020 p., aHT/iMCbKOIO
MOBOIO

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1586 Big 29.07.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Hocmimkenns: Ib/I1 ¢a3u kombiHOBaHOi Teparmii 3 memOposizymabom (MK-3475) mpu jikyBaHHi
MeTacTaTUYHOr0 KacCTpallilHO-pe3uCTeHTHOro paky mepeamixypoBoi 3ano3u (MKPPII3) (KEYNOTE-
365)», MK-3475-365, Bepcis 3 iHKopriopoBaHoto nornpaBkoro 09 Bif 16 kBiTHsa 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXKeHOI0 BifimoBigampHicTIO « MCJ] YKpaiHa»

CrioHcop, KpaiHa

«Mepk Illapn Exng OJoym Kopm.», gouipHe nianpuemctso «Mepk Exp Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

B.o. renepansHoro gupexkropa /Ilupekropary

(¢apmaneBTHUHOr0 3a0€3MeYeHHA

IBan 3A/IBOPHUX




HonaTtok 5
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX

BUTNIPOOYBaHb Ta BHECEHHS 3MiHHU IO I0/IaTKa

Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikatiis cyrreBoi
TIOTIPaBKU

HopatkoBa dopMa iHbopMoBaHoi 3rosiu Ha 36ip hapMaKOKiHETUUHHUX 3pa3KiB ITij] yac 3aBepIiajbHOi a3y
BUBeJIeHHS JOC/IipKyBaHOro npenapary, Bepcis 1.0 ana Ykpainu Bifg 23 munHsa 2021 poky, yKpaiHCBKORO
Ta POCIMCBbKOIO MOBamH; 3anydeHHs [ojaTKoBol BHUpoOHWYoi fminsHku F. Hoffmann-La Roche AG,
Switzerland nnst npenapaty nopiBHsiHHS [IET'ACIC (merinboBanuii inTepdepoH anbda-2a), po3uuH s
iH’eK1Iifl y mornepeiHbO HaroOBHeHUX mmpuiaX, 180 mMkr/0,5 mut; 36inblieHHs KiTbKOCTi IOC/TiZPKyBaHUX B
Ykpaii 3 20 10 50 ocib

Howmep ta faTa Hakasy
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2777 Big 02.12.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanpomizoBaHe, uacTKoBO Mo/iBiliHe ciine, MatpuuHe goctigkeHHs 111 ¢a3u 3 BuBueHHs1 e)eKTUBHOCTI
Ta Oe3neku 50 Mmr smoHadapHiOy/100 Mr putoHaBipy aABiui Ha 400y B TO€JHAHHI 3 TETLTLOBAHUM
inrepdepoHom anbda-2a y mo3i 180 Mkr abo 06e3 HBOro mpoTaroM 48 TWKHIB y TIOPiBHSIHHI i3
MOHOTepaITi€lo MeTiyIbOBaHUM iHTeppepOHOM asbda-2a Ta JTiKyBaHHSIM Tuialebo y Mali€eHTiB 3 XpOHIYHOIO
iHpek1liel0 Bipycy remaTtuTy JesibTa, CTaH SIKMX TMiATPUMYETbCS 3a JOTIOMOTOI0 HYK/Ie03UJHOI
(aykneotuzaHoi) antu-HBYV Tepanii (D-LIVR)», EIG-LNF-011, norpaBka 02 Big 12 moTtoro 2020

3asgBHUK, KpaiHa

«biopaci, En-En-Ci», CIIA

CnoHcop, KpaiHa

«Erep bio®apmacstorikans, IHK.» (Eiger BioPharmaceuticals, Inc.), USA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




HonaTtok 6

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnoBnenuii [Iporokon kiniHiuHoro fAociaimkeHHs QL1205-002, Bepcis mpoTtokony 4.0 Bing 4 uepBHsA
2021 poky; 3MeHIIIeHHs KiTbKOCTi MallieHTiB y cBiTi 3 656 10 580 ocib; 3miHa Ha3BU 3assBHUKA K/IiHIYHOTO
BuripobyBanHs 3 TOB «IHC Pecepu Ykpaina» Ha TOB «Cineoc Xesnc YkpaiHa»

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2107 Big 17.10.2019

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«PanziomizoBaHe ToABiliHe crtire OaraToIleHTpPOBe AOC/i/KeHHS (a3u 3 B TapasenbHUX Tpymnax st
OLiHKM edeKTHUBHOCTI Ta Oe3rneuHocti mnperapaty QL1205 y mopiBHsHHI 3 mperapatoM JIyleHTic® y
TMaLli€HTIB 3 eKCyZaTUBHOI (hOPMOI0 BiKOBOI MaKyJsipHOI fereHeparii», QL1205-002, Bepcis mpOTOKOJTY
3.0. Big 10 /micronaga 2020 poky

3asBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

Kginy ®apmacetotikan Ko., JIta., Kuraii [Qilu Pharmaceutical Co., Ltd., China]

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX



Hoparok 7

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

InenTudikariist cyrreBoi
TIOTIPaBKU

JloTIoBHEHHSsT /10 TMPOTOKOJy KiiHiuHOro BurpoOyBanHsi — @K, Bepcisg 1.0 Big 09 uepBHsi 2021 poky;
dopma iHpopMoBaHOi 3roau Ha He0OOB’si3KOBe (hapMaKOKiHEeTUUHe TecTyBaHHS Bepcis 1.0 gt Ykpainu
Bify 05 smnHs 2021 poky Ha ocHOBi MaiicTep-Bepcii ®I3 Ha HeoOOB’si3koBe (papMakOKiHeTHUHe
TectyBaHHs Bepcis 1.0 Big 28 yepBHs 2021 poky. [lepeknia/ ykpaiHCbKOO MOBOMO Bif 14 mumnHsa 2021 p.;
dopma iHpoOpMOBaHOi 3rozu Ha HeoOOB’s3K0OBe (hapMaKOKiHeTUUHe TeCcTyBaHHs Bepcis 1.0 asst Ykpainu
Bif, 05 smmHsS 2021 pokKy Ha ocHOBi Maiictep-Bepcii ®I3 Ha HeoOOB’si3koBe (papMaKOKiHeTHUHE
TectyBaHHA Bepcisl 1.0 Bix 28 uepBHa 2021 poky. Ilepeknag pociiicbkoro MoBoro Bif 14 numnusa 2021 p.;
CueHapiii HaBuanbHOro Kypcy s yuacHUkiB JocnimpkeHHs GALACTIC-1 - IpionaTuuHuii JiereHeBUM
¢ibpos, Bepcis 2.0 Big 31 >xoBTtHs1 2018 p., yKpaiHCbKOrO MOBOIO. ClieHapiii TpeHiHrYy A/l Y4aCHUKIB
C'AJIAKTUK-1 - Ipionatnunuii siereHeBudt ¢ibpo3, Bepcis 2.0 Big 31 >koBTHS 2018 p., poCiiiCbKOrO
MOBOR. 3MiHa BiNOBiJa/IbHOTO JOC/IiJHHKA:

byno Craso

nikap Kyrtuuk H.B. qikap Cgipigenko [1.0.

Meguunuii 1eHTp «OK!KiliHiK+» TOBapucTBa 3
oOMeXeHOI0 BifmoBifampHiCTIO «MiKHapOAHUH
IHCTUTYT KJIIHIYHUX [OC/ipKeHb», CTalliOHapHe

BifilijleHHs1, BigAi/1 ysibMOHOOTIT, M. KuiB

Mepyunnii 1eHTp «OK!KJtiHik+» TOBapucTBa 3
oOMeXXeHOI0 BiANoBiganbHICTIO «Mi>XKHapo HUH
IHCTUTYT K/IIHIYHUX [OC/i/PKeHb», CTalliOHapHe
Bifii/IeHHs, Bifgin rysieMoHosIorii, M. Kuis

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1012 Big 24.05.2021




2 TPOJIOBXKEHHS 0jaTKa 7

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«GALACTIC-1 - PanpomizoBaHe, TOABiliHe ciire, OaraTOI|eHTPOBe, TapasejbHe, T[iarie6o-
KOHTPOJIbOBaHe [OC/i/KeHHs1 a3y 2b B yuyacHUKIB i3 ifionatnudaumM sereneBum ¢ibposzom (IJID), 1o
BUBYa€ edeKTUBHICTh Ta 6e3neky GB0139, iHransiiiiHoro iHribiTopa rajekThHy-3, 110 BBOAUTLCS Uepes
cyxonopoukoBuii iHranarop (CIII) mpotsrom 52 TwkHiB», GALACTIC-1, Bepcia 6.9 Big 01 kBiTHs
2021 poky

3asBHUK, KpaiHa

«biopaci, En-En-Ci», CIIIA

CnoHcop, KpaiHa

«T"anekto biotex Ab» (Galecto Biotech AB), [aHis

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /Ilupekropary
(apmaneBTHUHOTO 3a0e3MeueHHA Isan 3A/IBOPHUX




HonaTok 8
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX

BUTNIPOOYBaHb Ta BHECEHHS 3MiHHU IO I0/IaTKa

Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikatiis cyrreBoi
TIOTIPaBKU

3miHa 3asiBHUKA 3 «THCCEH ®APMALEBTUKA HB», Benwriss Ha TOBAPUCTBO 3 OBMEXXEHOR
BIZTIOBIIAJIBHICTIO «®APMACBIOTIKAJI PICEPY ACCOYIIUENTC YKPATHA» (TOB «®PA
YKPAIHA»); KapTka yuacHHMKa K/IiHIYHOrO JOC/TiKeHHs /1 YKpaiau — Bepcis 2.0 — 06 Tpasns 2021 p.
aHIJIIMCBKOIO, YKPaiHChKOI0 Ta POCIMCHKOI0O MOBaMH, Ha OCHOBI MacTep KapTKM y4aCHMKAa KI/IiHIUHOTO
nocmigkenHs, B.1.0, 18 kBiTHs 2017 p. aHI/TiMICbKOIO MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 84 Big 17.01.2018

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PanzomizoBane OararouieHTpOBe KiliHiUHe [ocifkeHHs 3 ¢a3u TOPIBHAHHSA TAIIKIDHOTO Ta
BHYTDIIIIHLOBEHHOTO BBeZieHHs /[lapaTymymaly Yy Talli€eHTiB 3 DeLUJUBHOI0 Yu pedpaKTepPHOO
MHO>XUHHOI0 Miesiomoro», 54767414MMY 3012, 3 nonpaBkoro Amendment 4 Bizg 01.04.2020 p.

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOYIIVENTC YKPATHA» (TOB «PPA YKPATHA»)

CnoHcop, KpaiHa

«THCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




HonaTok 9

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX

BUTNIPOOYBaHb Ta BHECEHHS 3MiHHU IO I0/IaTKa

Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikatiis cyrreBoi
TIOTIPaBKU

Marepianu A5 y4acHUKIB fociigpkeHHs: Ctrca iHCTpyKLis A 3anycky G2 - Bepcis 6.0 Big 28 kBiTHS
2021 poky, YKpalHCBKOIO Ta PpOCIMCbKOI MOBaMH; BK/IIOUeHHS [J0JAaTKOBHUX MICIb TMPOBe/IeHHs
K/IiIHIYHOT'O BUIMPOOYBaHHS:

Ne
/1

[1.I.b. BigmoBifaIbHOrO AOC/TiJHHAKA
Ha3Ba MiclList ipoBe/ieHHsI KJTiHIYHOTO BUITPOOYBaHHS

1

[.M.H., ipo¢. Maptuntok JLIT.
KomyHanbHe HekoMmepljiliHe TiANpPUEMCTBO «TepHOMi/JbCbKA YHIBEPCUTETChbKA JIiKapHSI»
TepHoribCbKOI  00/1acHOT pajy, BiggineHHs Hedposnorii, TepHOMiNbCEKUN Hal[iOHATbHUN
MequuHuii yHiBepcuteT imeni I.5I. T'opbaueBcbkoro MO3 Ykpainu, Kadezapa BHYTPIiILIHBOI
MeaunuHu Ne3, m. TepHormiib

I.M.H, ipo¢. @ymreii [.M.
KomyHanbHe HekoMepLiviHe mianpueMcTBO «Mickka yikapHs NelO» 3arnopi3pkoi mMicbKOi pajw,
TeparieBTUYHe Bif/liieHHs, M. 3aropiXOoKs

Howmep Ta fata Haka3sy
MO3 1joz0 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1586 Big 29.07.2021

HasBsa kjiHiuHOoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«bararorieHTpoBe, paHjOMi30BaHe, TIO/BiliHe CIliMle, TIaleb0-KOHTPO/IbOBaHe A0C/iKeHHs (a3u 2b, 1m0
MPOBOJUTLCA B TMapajefbHUX Tpylax 3 METO BH3HAUeHHS /liana3oHy [103, OL[iHKA e(eKTHBHOCTI,
OesneuHocTi Ta mepeHocumocTi 3iboTeHTaHy i [lamarsmidio3uHy y Tai[ieHTiB 3 XpOHIUHOIO XBOPOOOIO
HUPOK 3 OIL[iHIOBAaHOIO IIBUJKICTIO Kay6oukoBoi ¢imbrpariii (ollIK®) Bix 20 mn/xe/1,73 M2 go 60
mn/xB/1,73 m2», D4325C00001, Bepcis 1.0 Big 14 BepecHs 2020 poky




2 TPOJIOBXKEeHHA JojaTka 9

3asgBHUK, KpaiHa TOB «ITAPEKCEJI Ykpaina»

CrioHcop, KpaiHa «Actpa3eneka Ab», IlIBenis / AstraZeneca AB, Sweden
CynyTHi —

Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupekropary
(apMareBTUUHOrO 3a0e3MeueHHA IBan 3A/IBOPHUX




Honatok 10

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa Ha3B Ta MiCllb TIPOBe/IeHHsI K/TiHIYHOTO BUIPOOYBaHHS:

Byno

Crano

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

KomyHaneHuii  3aknazn — «/IHimpomeTpoBChbKa
MicbKa GararonpodisibHa KiiHiuHa mikapHs Ned»
[THinporeTpoBCchKoi 00/1aCHOI paziv», BifieHHS
ximioTeparii, HepxaBHuit 3aKaj
«/JHInporieTpoBChKa MeJnYHa akazemis
MiHicTepcTBa OXOpPOHM 3[0pOB’S  YKpaiHW»,
Kadenpa oHKosorii i MeguuHOI  pafiosiorii,
M. [THinpo

I.M.H., pod. bonaapenko .M.

KomyHaneHe  HekoMmepLiiliHe  MiANPUEMCTBO
«Micbka kiiHiuHa JiikapHa Ned» [IHINPOBCHKOI
MICBKOI pajy, XiMioTeparieBTUYHe BiJJi/IeHHS 3
JIeHHUM CTaL|iOHapoM, [HinpoBcbKU
Jlep>kaBHUN MelUuYHUM yHiBepcuTteT, Kadeapa
OHKOJIOTIi Ta MeJUYHOI paziosorii, M. JJHInpo

I.M.H., ipo¢. KprkaHiBceka A.€.

KomyHanbHui 3aK/1aj «[TpuKaprarcbKuii
K/IIHIYHUM OHKOJIOTIYHMM LIeHTp», MaMOJOriuyHe
BiazineHHsi, Jlep)kaBHUM BUIIUM HaBYa/IbHUU
3aknag  «IBaHO-DpaHKIBCHKMM  HalliOHAJBHUN
MeJVUHUN yHiBepcuTeT», Kadeapa OHKOJIOTIT,
M. IBaHO-DpaHKiBCBK

I.M.H., ipo¢. KpmxkaHiBcbka A.€.

KomyHanbHe — HekoMeplliliHe  MiANPUEMCTBO
«[IpyKaprnaTcbkMii  K/IIHIYHUM  OHKOJIOTIUHUMN
1eHTp IBaHO-®paHKiBChKOI 006s1acHOI  paju»,
xipypriune BiagineHHss Ne3 TOpMOHO3a/IeKHUX
NyxXJUH Y  JKIHOK, IBaHO-PpaHKiBCbKUI
Hal[iOHaIbHUM MeJUUHKI yHiBepcuTeT, Kadeapa
OHKOJ10Ti1, M. IBaHO-PpaHKiBCbK

Howmep Ta faTa Haka3sy
MO3 oo 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 540 Big 07.03.2019
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanzomizoBane, nozgiiiHe cire pocimkenns 111 da3u aisa nopiBHIHHA eMOpoizyMmaly 3 1uiarebo y
KoMOiHaIlil 3 Heoa/i'’tOBaHTHOK XimioTeparii€ro Ta aji'FOBaHTHOK eHJIOKPDUHHOIO Teparli€lo TpH JIiKyBaHHi
pPaKy MOJIOUHOI 3a/1034 3 HasIBHICTIO peLeNnTopiB [0 eCTPOreHiB i BiZICYTHICTIO JIFOJCHKUX peLienTOopiB
emnigepmanbHoro gakropa pocty 2 (ER+ / HER2-) Ha paHHill cTajii Mpu BUCOKOMY CTyMeHi PU3UKY
(KEYNOTE-756)», MK-3475-756, 3 iHKopriopoBaHO0 norpaBkoto 04 Biz 22 kBiTHs 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifmoBigampHicTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exz Joym Kopr.», gouipHe nianpuemcrso «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary
(apMareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HopaTok 11

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikatiis cyrreBoi
TIOTIPaBKU

Po3zin P.5 «CONTROL OF DRUG PRODUCT» [locke mOC/iIpKyBaHOTO JiiKapcbkoro 3acoby MK-
8591A, Bepcis 06DSFH Big 24 uepBHsa 2021 poky, aHrjiivicekoro MoBorw; Posgin P.8 «STABILITY»
Hocwe pocmimkyBaHOro mikapcekoro 3acody MK-8591A, Bepcis 06DSFH Big 24 uepsHsi 2021 poky,
aHrMiicbKor0 MOBOM; IToJ0B)KeHHsT TepMiHy MpPUJATHOCTI AOC/IPKyBaHOTO JiKapcbkoro 3acoby MK-
8591A pgo 36 wMicaniB; 3miHa BIiAMOBIJAJBHOrO [AOC/AIJHUKA B MICLi TpOBe/leHHSI K/IiHIYHOTO
BUTIPOOYBaHHS:

bysno Crano

Hepny»xko O.0. €cunenko C.B.

KomyHanbHe HeKoMepLliliHe nignpyueMcTBo | KomyHanbHe — HeKoMmepLiiliHe TiIIPUEMCTBO
«Opecbkuii 06/1aCHUM LIEHTP COLlia/IbHO 3HAUyIMX | «Ofecbkuii  00OMacHUM  1[eHTp COL{ia/IbHO
XBOpPOO» Opecpkol obmacHoi paju», | 3Hauymyx xBopob» Ogeckkoi o6macHOi paju»,
amOy/1aTOpPHO-TIOJTiK/TiHiUHe BigineHHs, M. Ozieca | amOy/aTOpHO-TIOMiK/TiHIUHE BifginenHs, M. Opeca

Howmep ta faTa Hakasy
MO3 1100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1574 Biz 10.07.2020

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta faTa

«PanzmomizoBaHe, kiiHiuHe gociimkeHHs 111 ¢as3u y BIJI-1-iHdikoBaHUX Malli€eHTIB, SKUM MPOBOAU/IACS
IHTeHCHBHA Teparis, A/ OLIHKM aHTUPeTPOBIPYCHOI AaKTUBHOCTI CJ/IIOro JIKyBaHHS ic/aTpaBipom,
JlopaBipuHOM abo JopaBipyHOM/ic/IaTpaBipoM MpH TOPIBHSHHI KOXKHOI TPyNM JIiKyBaHHS 3 Tiaiebo, a
TaKOXX /IJI1 OI[iHKW aHTHUPETPOBIPYCHOI aKTMBHOCTi, 0e3MeKu Ta MePeHOCHMOCTi BiJKPUTOTO JTiKYBaHHS
JopaBipuHoM/iciatpaBipom», MK-8591A-019, 3 iHkoprnopoBaHOow TornpaBkowo 03 Big 29 >KOBTHA
2020 poky
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3asgBHUK, KpaiHa ToBapucTBo 3 06MeXXeHOI0 BiAinoBiAanbHicTI0O « MC/] YKpaiHa»

CrioHcop, KpaiHa «Mepk Hlapn Enz Joym Kopr.», nouipue nianpuemctBo «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

Marepianu/mpenapaTy

CYTyTHBOI Tepamii

B.o. renepansHoro gjupexkropa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX




HopnaTok 12

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bx/iroueHHs1 10JJaTKOBUX MICL[b MPOBEeHHS K/JIIHIYHOTO JTOC/TiIPKEHHS:

No [1.I.b. BigmoBifaabHOrO AOC/TiJHHAKA

n/n Ha3Ba MiclList IpoBe/ieHHsI KJIiIHIYHOTO BUITPOOYBaHHS

1. | a.M.H., npod. KoBanenko C.B.
Ob6siacHe KOMyHa/IbHe HeKOMepLiiliHe miArnpueMcTBo «HepHiBeljbKa o6/iacHa KiTiHiuHa JiKapHs»,
IiIPO3/1JT IYJILBMOHOJIOT], M. YepHiBLi

2. | A.M.H., pod. AHaperiunH C.M.

KomyHanbHe HekoMepLiikiHe TiANPUEMCTBO « TepHOMibChKa KOMyHa/IbHa MiCbKa JiiKapHS Ne 2»,
TepaneBTUYHe BiagineHHs Nel, TepHOMiNbCbKUM HAalLliOHAJIbHUKA MeJUUHHI YHIBEpCUTET imMeHi
I.51. TopGaueBcbkoro MiHicTepcTBa OXOPOHM 37[0pPOB'S YKpaiHW, Kadeapa TIporeeBTHKU

BHYTPILIHBbOI MeMIIMHU Ta (TusiaTpii, M. TepHomniib

3MiHa BIATOBIJaJLHOrO AOC/IIIHUKA Ta 3MiHA HAa3BU MICLIS TIPOBeJeHHS K/IIHIUHOTr0 JOC/II)KeHHS:

byso

Crano

K.M.H. Kyunanu O.B.

KomyHanbHa ycraHoBa «3amopi3bka obOsacHa | KomyHanbHe HeKoMepLliliHe TiANPUEMCTBO
K/IiHiuHa jiKapHsi» 3aropispbkoi o6acHOi paj, | «3amopisbka  obsacHa ~ KiiHiUHA — JTiKapHSI»
BiZili/IeHHS TTy/IbBMOHOJIOTIT, M. 3aropiKKs 3anopispKoi obmacHoi pazy, BifisieHHs

3aB. Big. ®onymenosa O.I1.

iHTepBeHLIMHOI My/JIbMOHOJIOTii, M. 3aMOPiXOKS

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1246 Big 26.05.2020
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanziomizoBaHe, TofBiliHe cine, TUIalEe00-KOHTPO/ILOBAHE, 52-TH)KHEBe 0a30Be OCTiPKEHHS, SKe
MPOBO/IATh Y TapasieflbHUX TpyMax /s OLHKA e(heKTUBHOCTI, 0e3meyHOCTi Ta TepeHOCHUMOCTI
JyTisiyma0y B TALli€HTIB i3 XpOHIYHUM OOCTPYKTHBHUM 3aXBOpIOBaHHsM JiereHb (XO3JI) Bif momipHOTo
[0 TSDKKOTO CTyreHs i3 3ananeHHsam 2 tumny», EFC15805, 3 nonpaBkoro 01, Bepcis 1 Bifg 29 BepecHs
2020 p.

3asBHUK, KpaiHa

TOB «CaHo@i-ABeHTiC YKpaiHa»

CnoHcop, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTic peliiepiil e feBejiornMaH, OpaHifis)

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /Ilupekropary
(apmaneBTHUHOTO 3a0e3MeueHHA Isan 3A/IBOPHUX




Honatok 13

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

InenTudikariist cyrreBoi
TIOTIPaBKU

3MiHa Ha3BU 3asiBHMKA KiliHiuHOTO BUpoOyBaHHs 3 TOB «IHC Pecepu Ykpaina» Ha TOB «Cineoc Xesc
YkpaiHa»; BK/IHOUeHHsT 0JJaTKOBOT'0 MiClLisl ITPOBe/IeHHS KiHIYHOTO BUTIPOOYBAHHS:
Ne [1.I.b. BigmoBifa/bHOro AOC/iJHAKA

n/n Has3Ba Mmiclis ipoBe/ieHHsT KJTiHIYHOTO BUTMPOOYBaHHS

1 3aB. Biz. ['anymak O.B.

KomynanbHe TiATIPUEMCTBO «/JHirponeTpoBcbKa obsiacHa KJIiHIYHa JIiKapHs
im. I.I. MeunukoBa» [IHirporneTpoBcbKoi 06/acHOI pafw», BifgineHHs Aiamisy (XpoHiUHOTO
reMo/iasi3y Ta amMmbysaTopHOro reMoziasnisy), M. JIHirpo

Howmep ta faTa Hakasy
MO3 1100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1102 Big 02.06.2021

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTa

«Kniniune mocnimkenHs ¢a3u 1b 3 GaraTokpaTHUM yBeZieHHsSIM 3pocTarouoi 03U rnperapary EQO001 y
MaljieHTiB i3 CUCTeMHUM YepBOHMM BOBUAKOM i3 aKTHBHUM MpoJiidepaTUBHUM JHOMyC-HepUTOM UM Ge3
Hboro», EQ001-19-002, Bepcis 3.0 Big 22 munHa 2020 poky

3asgBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

«EkBimniym, [Hk.» (Equillium, Inc.), CIITA

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupexkropary
(apMareBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hopartok 14

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX

BUTNIPOOYBaHb Ta BHECEHHS 3MiHHU IO I0/IaTKa

Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnuTyBa/bHUK 3arajJibHOrO CTaHy 370poB’s, Bepcisf 1.2 Big 15 ciunsg 2021 p. yKpaiHCBKOIO MOBOIO Ta
Bepcig 1.2 Big 27 motoro 2018 p. pocilicbkkoro MOBO; OMNUTyBalbHUK II0J0 TPUBOTH, BTOMU Ta
MOPYLLEeHb, OB’ A3aHuX 3i cHOM, Bepcis 1.0 Bix 19 kBiTHa 2021 p. yKpaiHCBKOIO MOBOO Ta Bepcist 1.0 Bij
02 kBiTHsa 2021 p. pocilicbkkoro MOBOIO; ONUTYBa/bHUK 3arajbHOI OLIIHKMA YYaCHUKA A0C/i/pKeHHs], BepCis
1.0 Big 02 moToro 2021 p. ykpaiHcbKOr0 MOBotO Ta Bepcist 1.0 Big 11 rpyaus 2020 p. pociiicbKol MOBOIO;
OnuTyBanbHUK 111070 cTaHy 370poB’s (EQ 5D 5L), ykpaiHCBKOIO Ta pOCilCbKO0 MOBaMu; ONMTYyBaIbHUK
3i mkasoro HabpsikiB CureGN, Bepcis 1.0 Bix 15 mororo 2021 p. yKpaiHCBKOIO Ta POCIMCHKOI0 MOBaMU;
TpaHCKpUNT aHiMalLlifHOTO Bifeoposimka mpo 306ip 3pa3kiB ceui, Bepcis 1 Bix 08 keiTHa 2020 p.
yKpaiHCbKOI0 MoBOrO Ta Bepcis 1 Big 08 sumnus 2020 p. pociiickkoro MoBoro; [lepenik cymyTHix
MarepiasiB /7St TIOKpaleHHss KoM(OPTY yuacHHUKa BUTIPOOYBaHHS TIiJ| Yac Bi3WTiB, Bepcisi Bif 26 moTOro
2021 p. aHTIiCEKOI0 MOBOHO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1012 Big 24.05.2021

Has3sBa kitiHiuHOr0
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzomizoBaHe, BiKpHTe, 3 aKTUBHUM IIperapaToM IOPIiBHSHHS B SIKOCTi KOHTPOJIIO, GaraTtoieHTpoBe
pocmipkeHHss ¢a3u 111 anst oriHky edeKTUBHOCTI Ta 6e3rmeuHOCTi 3acTocyBaHHSI 00iHYTy3ymaly y
TMAaIjieHTiB 3 TIepBUHHOI0 MeMOpaHO3HO Hedponarieto», WA41937, Bepcis 1 Big 17 ceprus 2020 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMEXeHOI0 Bi/noBifambHicTIO «Porr YkpaiHa»

CnoHcop, KpaiHa

@.Xodbdmann-JIs Poru Jita, [Beiiiiapis

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. revepanbHoro jupekropa /lupekropary
(apmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honmatok 15

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

InenTudikariist cyrreBoi
TIOTIPaBKU

HopaTtok a0 dopMu iHpopMOBaHOI 3rofu Ayt YKpalHU aHT/IiCbKOI0 MOBOIO it AoCTijkeHHss BP41743
NP0 BUKOHAHHS Bi3WTIB AOCTIIHKEHHS CTy>KOOKH MeJuYHOi AOTOMOTH 3 [OT/sIAy Ha JOMY Tifi dac
naHziemil KopoHaBipycHoi iHdekuii COVID-19, Bepcisi 1.0 Big 13 cepnas 2021 p.; doparok go dhopmu
iHdbopMoBaHoi 3rofu A/s YKpaiHM YKpaiHCbKOIO MOBOIO AJisi Jocji/pkeHHsT BP41743 mpo BUKOHaHHS
Bi3WTIiB [OCJi/PKEHHS C/Iy)KOOI0O MeJMUHOI JOTIOMOTM 3 JOIJIsiAy Ha JAOMYy IIiJ 4Yac TMaHAeMii
KopoHaBipycHoi iHdekuii COVID-19, Bepcis 1.0 Big 13 cepnusa 2021 p.; Homatok go dopmu
iHopMoBaHOi 3rofu A YKpaiHM pOCIHCbKOIO MOBOIO Ajisi AociifykeHHss BP41743 mpo BHUKOHaHHS
Bi3WTIiB [IOC/i/)KeHHS C/Iy>KOOI0 MeJWUYHOI [JOTIOMOTM 3 JOIJISiAy Ha [AOMY IIiJ dYac TMaHAeMii
KopoHaBipycHoi iHdekiii COVID-19, Bepcis 1.0 Big 13 ceprusi 2021 p.; BP41743 Iudopmariitinuit
OrosieTeHb /1S TAlfieHTa Ta 0co0H, KA 3/iMCHIOE 0TS/, YKPAiHCHKOK MOBOIO it YKpaiHu, Bepcis 1.0
Bif 24 uepBHs 2021 p.; BP41743 Iudopmariiiiuii GrosieTeHb [jisl TarfieHTa Ta 0CcoOH, siKa 37iHCHIOE
JIOTJIs1/1, POCiICHbKOI0 MOBOO /17151 YKpainu, Bepcis 1.0 Big 24 uepBHsi 2021 p.

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2110 Big 16.09.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«bararorieHTpoBe, paHJOMi30BaHe, TOZBiliHe Ciille, y Tapajie/lbHUX TPYyIax, miareb0-KOHTPOJIbOBaHe
nocmimpkersst dasu I asist ouiHky edpekTUBHOCTI Ta Ge3neuHocTi nperapaty RO6889450 (PanmMiTapoHT) y
MOpiBHSHHI 3 Twlanebo y maijieHTiB i3 mm3odpeHiero abo 3 mmM30ageKTUBHUM pO3/1aZioM Y CTafil
3aroctpeHHs», BP41743, Bepcis 4 Big 03 yepsHs 2021p.

3asBHUK, KpaiHa

ToBapuctBo 3 O6mexxkeHoro BianorizanpHicTio «KoHTpakTHO-[ochigHumpka Opranizanis IHHO(apM-
YKpaiHa»

CnoHcop, KpaiHa

@. Xopdmann-JIs Pou JIty, Iseiinapis (F. Hoffmann-La Roche Ltd, Switzerland)
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CymnyTHi —
MaTepianv/mpernapaTi
CYNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /lupekropary
(¢apmaneBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




HonaTok 16

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikaris cyrreBoi
TIOTIPaBKU

3HiMKHU ekpaHiB esieKTpoHHOrO 1110/jleHHKKY (EORTC QLQ-C30 Version 3.0), Bepcis 3HiMKiB ekpaHy 1.00
Big 08 kBiTHs 2021, yKpaiHCBKOIO, POCIHCHKOIO, aHIJIiMCHKOI0 MOBaMM; 3HIMKW €KpaHiB e/1eKTPOHHOTO
mozenHuky (PROMIS — fatigue), Bepcisi 3HiMKiB ekpany 1.00 Big 08 kgitha 2021, ykpaiHCBKOIO,
POCIHCBKOIO, AaHT/IMCHKOK MoOBamM; 3HIMKM eKpaHiB e/leKTpOHHOro 1jofieHHuKy (IIlkana oLjiHKu
3arajJIbHOr0 Bpa)keHHs narjieHTa npo 3Minu ctany PGIC), Bepcis 3HiMKiB ekpaHy 1.00 Big 08 kBiTHs 2021,
YKpaiHCbKOI0, POCIMCHKOI0, aHIJTiMChKOI0 MOBaMH; 3HIMKHU eKpaHiB e/IeKTPOHHOTO 1110ZieHHUKY (PaHkoBui
110JeHHUK npuiioMy rnpenapaty TL-895), Bepcis 3HiMKiB ekpaHy 1.00 Big 08 kBiTHs 2021, yKpaiHCHKO}IO,
POCIHCBKOIO, aHIJIIMChKOI MOBaMU; 3HIMKU €KpaHiB e/JIeKTPOHHOTO I0JileHHUKY (BeuipHili mj0eHHUK
npuiioMy npenapaty TL-895), Bepcisi 3HiIMKIB ekpanHy 1.00 Big 08 kBitHa 2021, ykKpaiHCBKORO,
POCIHCBKOIO, aHIJIiMChKOI0 MOBaMU; 3HIMKU eKpaHiB e/leKTPOHHOTrO 1oAeHHUKY (LLofgeHHHUK mpuiiomy
npenapaty KRT-232), Bepcis 3HimMKiB ekpaHy 1.00 Big 08 kBiTHf 2021, ykpaiHCBKOIO, POCIHCBHKOIO,
aHIJIiCBbKOI0 MOBaMH; 3HIMKUA eKpaHiB eJIeKTPOHHOTrO 11]o/leHHUKY (PopMma OL[iHKM CHUMITOMIB
mienogibpo3y (moaeHHUK) pepakuis 4.0 2010-2016), Bepcist 3HiMKiB ekpaHy 1.00 Bix 03 uepBhs 2021,
YKpalHCbKOI, aHIVIINCbKOI0 MOBaMM; 3HIMKM €eKpaHiB e/JIeKTPOHHOTO IofeHHUKY (dPopma oLiHKu
CUMINTOMIB Mi€enodiobpo3y (uogeHHMK) pepakifis 4.0 2010-2016), Bepcis 3HiIMKiB ekpany 1.00 Bifg
27 TpaBHsi 2021, pOCiiiCbKOIO, aHT/IiNCHKOW MOBaMH; 3HIMKU €KpaHiB eeKTPOHHOIrO II0ZleHHUKY
(Curnamm), Bepcida 3HiIMKIB ekpaHy 1.00 Big 08 kBiTHs 2021, yKpaiHCBHKOI, POCIHCHKOIO, aHIJIIMCBKOIO
MoBamH; 3HIMKU eKpaHiB efleKTPOHHOTO 11]0/leHHUKY (BikoHile HarasyBaHHs), Bepcisi 3HiMKiB ekpaHy 1.00
Bify 08 kBiTHA 2021, yKpaiHCHKOI, POCIMCHKOI, AaHIJIIMCBKOK MoBamy; [lochke [OCIiPKyBaHOTO
nikapcekoro 3aco0y, TL-895, Bepcisi 4.0, 10 TtpaBHsi 2021 poOKy, aHT/IMCHKOIO MOBO; 3amydeHHs
nmonaTkoBux BUpoOHUKIB 1713 TL-895: Catalent Micron Technologies, Inc., CIIIA (Miciie3HaXO/IKeHHS:
333 Phoenixville Pike Malvern, PA 19355, USA) Ta Fisher Clinical Services, HimeuunHa
(micue3HaxomkeHHs:: Marie Curie Str. 16 79618 Rheinfelden, Germany); IHdbopMatiitinuii 11cTOK /st
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narjiedTa Ta dopma iHdbopmoaHoi 3rogu: «Kaprtoc Tepam'toTikc, IHK.»_KRT-232-114_OcHoBHa ®I3,
Matictep-Bepcis_ Bepcis 2.0, 02 sunns 2021 poky_YKP_Bepcis 2.0_07 nunusa 2021 poKy, YKpaiHCBKOIO,
POCiMCbKOIO, aHIVIIMCBbKOI0O MOBaM{; YTOUHEHHS CTOCOBHO Ha3BM MICLd TIpOBe/IeHHS K/IiHIYHOro

BUTIPOOYBaHHS:

Byno

Crano

J.M.H., ipo¢. Jsrins 1.C.

HepxaBHa ycraHoBa «HailioHa/lbHUM HayKOBUM
LeHTp pagianiviHoi Meguuyad HAMH Ykpaiaw»,
BifiliieHHs1 pafialliiHOI OHKOremarosorii Ta
TpaHCIUIaHTalLlii CTOBOYPOBUX K/THUH Bifimy
remaTtosiorii 1 TpaHcruiaHrosiorii - [HCTUTYTY
K/IIHIUHOI pagionorii, BiAfgiseHHs1 pafiainHol
remaroJiorii, M. Kuip

J.M.H., ipod. [srins 1.C.

Hep>xaBHa ycraHoBa «HailioHa/ibHUM HayKOBUM
LeHTp pafiadiiHoi Mmeguiuau HAMH Ykpaiaun»,
BifilieHHs1 pafialiiiiHOI OHKOremarosorii Ta
TpaHCIUIaHTallii CTOBOYpOBUX KJITHH Biffiny
rematosiorii 1 TpaHcruiaHtosiorii - [HCTUTYTY
KTiHiUHOi  pagiosiorii  Ha 0a3i  BiggineHHs
pafiauiiHol remarosiorii  KmiHiku  [lep>kaBHOI
ycTaHoBU «HaljioHa/lbHUM HAyKOBUM  L|€HTP
pagiaijitinoi MenuuyHu HarjioHanbHOT akajemii
MeJIMYHUX HayK YKpaiHu», M. KriB

Howmep ta faTa Hakasy
MO3 1100 3aTBep/yKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1012 Big 24.05.2021

Ha3ga kjiiHiyHOTO
BUTIPOOYBaHHs, KO/,
BepCis Ta faTa

«Binkpure, baraTorjeHTpoBe AOCTiKeHHs 2 da3u i OL[iHKK 6e3MeuHoCTi Ta e)eKTUBHOCTI TperapaTy
KRT-232 abo TL-895 y mariieHTiB 3 Miesiohibpo30m, sIKi paHiliie He OTPUMYBAJIH JIIKyBaHHS iHriGiTOpamu

sHycC-KiHa3», KRT-232-114, Bepcis Big 17 munnsa 2020 poky

3asgBHUK, KpaiHa

ToBapHCTBO 3 06MesKeHOI0 BiinosiganbHicTI0 «MEITIENC YKPATHA»

CnoHcop, KpaiHa

«Kaproc Tepam'toTikc, Ink.» [Kartos Therapeutics, Inc], CIIIA

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupexkropary

(apMareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 17

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX

BUTNIPOOYBaHb Ta BHECEHHS 3MiHHU IO I0/IaTKa

Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikatiis cyrreBoi
TIOTIPaBKU

3HIMKM eKpaHy eJleKTPOHHOrO IoJieHHUKa maijieHta Touch, Bepcis 4 pans Ykpainu Big 20 >KOBTHS
2020 poky yKpaiHCBKOIO Ta poOCiiicbKoro MoBamy; LI]ofeHHVK BBeZileHHs [OC/iJpKyBaHOIO IperapaTy Ta
TpOBe/leHHsT TeCTy Ha BariTHICTb BAoMa, (piHambHa Bepcis 3 Bix 06 uepBHsi 2021 poKy yKpaiHCHKOIO Ta
POCiMICBbKOI0 MOBaMH

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 341 Big 26.02.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpOBe, paHZOMi30BaHe, MO/BilHe CiTie, TIare00-KOHTPOIbOBaHe 52-TYDKHEBE JOCTiKEeHHS
MiATPUMYIOUOi Ta BiJKPUTOI TIPOAOBXKEHOI Teparii fJisi OLiHKK edeKTUBHOCTI Ta Oe3nevHocCTi
picaHkizymaby y marjieHTiB 3 xBopoboro Kpona», M16-000, 3 iHKOPIIODOBAaHUMM aJMiHiCTPaTUBHUMU
3miHamu 1, 2, 4 Ta nonpaBkamu 1, 2, 3, 4, 5, 6, 7 ta 8 Big 30 mucronaga 2020 poky

3asgBHUK, KpaiHa

«E66Bi BiodapmacsktoTikanz 'M6X», I1IBeiiiapis

CnoHcop, KpaiHa

AbbVie Inc., USA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3neueHHA

IBan 3A/IBOPHUMX




Honatok 18

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

InenTudikariist cyrreBoi
TIOTIPaBKU

BxJ/r0oueHHs1 J0AaTKOBOTO MiCLisi TPOBeEeHHs K/IIHIYHOTO OC/Ii)KeHHS:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/1 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUMPOOYBaHHS

1 I.M.H., npod. Knumenko C.B.
ToBapucTBo 3 0OMexkeHor0 BiarnoBizanbHicTi0 «CITI JOKTOP», amOynaTopHO-TIOMiK/TiHIUHEe
BigzinenHs, M. Kuis

Howmep ta faTa Hakasy
MO3 1100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1849 Biz 11.08.2020

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTa

«PanzomizoBane KoHTposbOBaHe AociimkeHHs 11 da3u 3 MeTor TOPiBHSUIBHOI OIiHKM MAaKpPUTHHIOY Ta
rperiapary 3a BuOOpoM Jiikaps TIpy JiKyBaHHI TMal[ieHTiB i3 TmepBUHHUM Mienodibpo3om abo
Mi€e1o¢ibpo3om, 1[0 pO3BUHYBCS TIiC/IsI CTIPABXXHBOI TIOJIUTEMIT UM eCceHIliaTbHOI TPOMOOIUTEMIT, B IKUX
Bi/I3HaUa€ThCS TsDKKA TpoMborurorneHist (piBeHb Tpombormtie <50 000/mkm)», PAC303, pemakiist 1 Bif
10 mrotoro 2020 p.

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIATIOBIJAIBHICTIO «ITI EC AM-YKPATHA»

CnoHcop, KpaiHa

«Ci Ti Ai#i bio®apma Kopropeiiiiia» [CTI BioPharma Corp.], CIITA

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. reHepanbHOro gupexkropa /JIupexkropary
(¢apmaneBTHUYHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




Honatok 19

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX

BUTNIPOOYBaHb Ta BHECEHHS 3MiHHU IO I0/IaTKa

Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

InenTudikariist cyrreBoi
TIOTIPaBKU

Bpomypa gocnigavka Lenvatinib (MK-7902), Buzpanus 18 Big 30 uepBHs 2021 pokKy, aHIiCHKORO
MOBO1O; OHoBneHo Posginm 2.3.P.2, 2.3.P.3.1, 2.3.P.3.2, 2.3.P.3.3, 2.3.P.3.4, 23.P4.1, 23.P.7.1,
2.3.P.8.1, 2.3.P.8 [ocke mocmimpKyBaHOro Jiikapcbkoro 3acoby MK-6482, Bepcis 06F856 Big 15 mumnHs
2021 poky, aHrjilicbKoro MOBOw; [Tof0B)KeHHsI TepMiHy MPUJATHOCTI AOC/i[IKyBaHOTO J1iKapChKOTO
3aco0y MK-6482, 40 Mr Tab/1eTKH, BKPUTI IJTIBKOBOIO 000/I0HKOI0, 3 24 10 30 Mics1liB

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 762 Big 20.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpure, pangomizoBaHe gociimkeHHs III ¢a3su gasg omiHKKM edeKTHMBHOCTI Ta 0Ge3meuHoCTi
nembponizymadby (MK-3475) y kombiHariii 3 6ensytudanom (MK-6482) ta nenBatrnioom (MK-7902),
abo MK-1308A y kombiHarlii 3 jieHBaTHHIOOM TIOPiBHSIHO 3 eMOposTi3yMaboM i jieHBaTUHIOOM B SIKOCTi
MepLIol JIiHII Teparii [/ y4YaCHUKIB 3 PO3IOBCHOJKEHOK CBIT/IOK/IITUHHOI HUPKOBO-KJIITUHHON
KapuuHoMoro», MK-6482-012, 3 iHkopriopoBaHoto noripaskoro 02 Bizg 01 yepsHsi 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk apn eny Joym Kopm.», gouipHe mianpuemctBo «Mepk eHf Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepianv/mpernapaTi
CYIyTHBOI Tepartii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




Honatok 20

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikaris cyrreBoi
TIOTIPaBKU

OHoB/IeHUI MPOTOKO/ KJiHiuHOTO AociimkeHHss MOR208C310, ocratouHa pegakiiisi 4.0 Big 17 uepBHs
2021 p.; CuHONCHC OHOBJIEHOTO MPOTOKOJYy JOC/IpKeHHs, ocTtaTouHa pepakyis 4.0 Bixg 17 uepBHsA
2021 p., mepeksaj 3 aHr/ikdcbKoi MOBM Ha yKpaiHCbKy MoBY Bif 05 numnHsi 2021 p.; [HdopmariiiHuii
JIUCTOK TiallieHTa i dopma iHdbopmoBaHoi 3roau (Ha ocHOBi pepfakiiii 4.0), ocraTouHa pepakilis 2.0
aHIVIICbKOK MOBOIO 151 YKpainu Bifg 09 numns 2021 p., octaTouHa pefakiis 2.0 yKpaiHCbKOO MOBOIO
anst Ykpainu Big 09 gumus 2021 p., octatouHa pefakiiiss 2.0 pociiicbKOO MOBOIO [Ji YKpaiHU Bif
09 nmunna 2021 p.; Indopmauiiinuii muctok i ¢opma iHpopmoBaHOi 3rogau At ¢aKy/JIbTaTUBHOTO
reHeTUYHOI'0 Ta TeHOMHOTO0 JI0C/IiKeHHs (Ha ocHOBI pefakiiii 2.0), ocraTouHa pejakiiisi 2.0 aHITiMCbKOIO
MOBOR i1 YKpainu Bif 08 smunusa 2021 p., ocraTouHa pefakiis 2.0 yKpaiHCbKOKO MOBOIO 1Sl Y KpaiHU
Bix 08 numust 2021 p., octatouHa pefakiiisi 2.0 pociticbkkoro MoBOI /151 YKpainu Bif 08 nurns 2021 p.;
Iocke pocnimpkyBaHoro Jikapcbkoro 3acody (IMPD) tadacutamab (Tafasitamab): Po3ain 2.1 fkicTs /
Quality (Po3zin 2.1.S Cy6cTaHijisi sikapcbkoro 3aco0y / Drug Substance Big 31 tpaBHs 2021 p.; Po3gin
2.1.P Jlikapcbkuii 3aci6 / Medicinal Product Big 31 tpaBHs 2021 p.; Po3gin 2.1.A dopatku / Appendices
Big 31 TpaBHs 2021 p.); CKOopoueHe [0ChE AOCIIPKYBAaHOTO JIiKapcbKoro 3aco0y (sIMPD): JleHnamigomif
(Lenalidome), TBepai kancynu: Po3ain 2.1 fkicte / Quality (Po3ain 2.1.P Jlikapcekuii 3aci6 / Medicinal
Product) Big 31 TpaBHs 2021 p.; CTucia xapakTepuUCTHUKA JiiKapcbKoro 3acody (SmPC): JleHamigomif
(Zelvina) TBepgi kamcynu 10 mr, 15 wmr, 25 wmr Big auctomaza 2020 p.; docke AOC/iKYBaHOTO
nikapcekoro 3acoby (IMPD): Ilnanie6o mo Jlenanigominy (Lenalidomide Placebo): Po3min 2.1 fkicts /
Quality (Po3gin 2.1.PL / Ilnane6o go Jlikapcbkoro 3acoby / Placebo Product) Bim 31 TpaBHst 2021 p.;
36i/IbIIIeHHsT 3aTIaHOBAHOT KiTbKOCTI I0C/TiZDKYBaHUX [I7Isi BK/IFOUeHHsI y BUTIPOOYBaHHS B YKpaiHi 3 27 710
36 ocib.

Howmep ta faTa Hakasy
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 516 Big 22.03.2021
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«bararorieHTpoBe paH/|0OMi30BaHe, TOZBIMHO Criine, Maleb0-KOHTpoboBaHe pociimpkeHHs II1 ¢a3m 3
METO0 OL[iHKK e()eKTUBHOCTI Ta Oe3meuHOCTi JiikyBaHHs TadacutamaboM y TOE€JHAHHI 3 JieHa/TiZIoMiZioM
JlofaTkoBo A0 xiMiorepamnil 3a cxemoro R-CHOP y nopiBHsiHHI 3 XiMioTepamnieto 3a cxemoro R-CHOP y
MalieHTIB 3 yrepille BUsIBIeHOW AUQy3HOI B-kpynHokiiTuHHOWO jiMdomoro (IBKJI), ski paniie He
MPOXO/IU/IM JTIKYBaHHS 3a LIMM [IOKa3aHHSAM i BXOZSTb ZI0 TPYIM BUCOKOTO TPOMIPKHOTO ab0 BHCOKOTO
pusuky», MOR208C310, ocrarouHa pefakuis 2.0, nornpaska 1, Big 09 sucronaza 2020 p.

3asaBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

«MopdoCuc AI'» [MorphoSys AG], HimeyuuHa

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

B.o. renepansHoro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




HopnaTok 21

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikatiis cyrreBoi
TIOTIPaBKU

[ndopmatiis ass nauienTa i @opma iHdpopMoBaHoi 3roau, Mogens A Ykpainu, Bepcis 2.0 Big 16 numnHs
2021 poKy, YKpaiHCbKOIO Ta POCilCbKOK0 MOBaMU

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1586 Big 29.07.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHzomi3oBaHe, MofBiliHe ciiine, TUIaleb0-KOHTpPOsIbOBaHe, bOaraToljeHTpoBe AociimkeHHs 3b dasu 3
METOI0 OL[iHKM e(heKTHUBHOCTI Ta 0e3MeyHOCTi MiAIIKIPHOTO BBeJeHHsI T'ycelbKyMaly [jisi 3MeHIIeHHs
O3HaK 1 CUMIITOMIB Ta CIIOBIJIbHEHHSI PeHTI'€HOJIOTIUHOI Iporpecii y rnaijieHTiB 3 akTUBHUM I1COPiaTUUHUM
aptputom», CNTO1959PSA3004, nonpaska 1 Big 07 kBiTHs 2021 poKy

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Janssen Pharmaceutica NV, Belgium / fiuccen ®@apmarieBTrika HB, Besnbrist

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




HopnaTok 22

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

InenTudikaris cyTreBoi
TIOTIPaBKU

OHoBieHUH MPOTOKOJ KiiHiuHoro gochimkeHHss TAK-079-1004, Bepcis i3 norpaBkoto 4 Big 05 TpaBHS
2021 p., aHTIiMCBKOI MOBOR; 3MiHA HAa3BM Ta KOHTAaKTHUX AaHux CrioHCopa:

bYJIO CTAJIO
CnoHcop: Minnenniym ®apmachroTikans, IHk., | CrioHcop: Takega [leBenonmeHT CeHTep Amepikac,
CIOA (Millennium Pharmaceuticals, Inc., | Iak., CIIIA (Takeda Development Center Americas
USA); ILILB. xoHtakTHOi o0cobu: Michael | Inc., USA); IT I.B. koHTakTHOI 0cobu: Tanya Manor;
Cronin; Micrie3Haxo/pKeHHsS FOpUUUHOI 0co0u | Miclie3HaXO/KeHHs FOPUAMYHOI  0cobu / Micre
/ wiciie mpo)kuBaHHsA (i3nuHOI ocobu: 40 | mpokuBaHHS ¢i3nuHOoi ocobu: 95 Hayden Avenue,
Landsdowne Street, Cambridge, MA, 02139, | Lexington, MA, 02421, United States; KoHrakTHuii
USA; KontaktHuii Tenedon: 001 617 588 | Tenedon: 001 857 529 2504; Appeca eyieKTPOHHOI
8674, Appeca e/1IeKTPOHHOI MOLUTH: | MOIITH: tanya.manor@ Takeda.com
Michael.Cronin@Takeda.com
TAK-079-1004 OcHoBHa iHdopmaliisi s maijieHta i ¢opma iHdopMoBaHOI 3roau Ajs YKpaiHu,
aHrincpkoro mMoBorw, Bepcisi 5.0 Big 12 gumusa 2021 p.; TAK-079-1004 OcHoBHa iHdopmaliisi s
naijiedTta i ¢opma iHpopmoBaHOI 3rofu A/ YKpaiHu, YKpaiHCBbKOK MOBORO, Bepcig 5.0 Bifg 12 yunHs
2021 p.; TAK-079-1004 OcHoBHa iH(opMaliis /15 matjieHTa i popma iHpOpMOBaHOI 3ro/iy /it YKpaiHu,
pOCIHCBKOI0 MOBOM, Bepcig 5.0 Bixg 12 munua 2021 p.; TAK-079-1004 BigkpuTe IIPOJOBKEHHS
JocnipkeHHst A, Ingopwmariis g5 nauieHTta i gopma iHpopmoBaHOI 3rofu A YKpaiHW, aHIJiiChbKOIO
MOBOM, Bepcif 5.0 Bixg 12 jgunua 2021 p.; TAK-079-1004 Bigkpure IpoAOBXKeHHS [OC/IIKEHHS A,
Indopmatiisi Ay nauieHTa i popma iHpopmoBaHoi 3rogu s YKpaiHu, YKpaiHCbKOI MOBORO, Bepcis 5.0
Big 12 gumnas 2021 p.; TAK-079-1004 Biakpute mnpoioBxkeHHsi fociifpkeHHs A, IHdbopmauis ans
naiieHra i ¢opma iHpopMoBaHOI 3rogu [s YKpaiHW, pOCiiCbKoro MoBoOR, Bepcisi 5.0 Big 12 numHs
2021 p.; TAK-079-1004 Bigxkpure mpogoskeHHs fociifkeHHs b, Indopmaris ans nauienra i gpopma
iH(hopMoBaHoi 3rofu J/1s1 YKpaiHu, aHTr/1iicbKoro MoBoto, Bepcis 5.0 Big 12 munusa 2021 p.; TAK-079-
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1004 Biakpure npozoBxxeHHs AociaimkeHHs b, IHdopmailis ans naijienTa i ¢popma iHpopmoBaHoi 3roau
Iy YKpaiHW, YKpalHCbKOr MoBOrO, Bepcisi 5.0 Big 12 mumua 2021 p.; TAK-079-1004 Bigkpure
TIPO/IOB)KeHHs JociipkeHHs1 b, IHdbopmariisi A maijiedta i ¢popma iHpopmoBaHoi 3roju A/ YKpaiHu,
pociiicekoro MoBoto, Bepcis 5.0 Big 12 mumus 2021 p.; TAK-079-1004 Jo3Bin Ha 306ip faHUX PO BariTHY
MapTHePKY yyaCHUWKa [JOC/i/PKeHHsI i HOBOHapO/pKeHy AUTHUHY JJis YKpaiHH, aHI/iiCbKOI MOBOIO, Bepcisi
4.0 Big 12 mumasa 2021 p.; TAK-079-1004 [o3Bin Ha 36ip AaHUX MpPO BariTHy MapTHEPKY y4YaCHUKa
JOCJTi/I)KeHHsI | HOBOHApO/pKeHy JWUTHHY [Ji1 YKpaiHW, YKpPalHCbKOK MOBORO, Bepcis 4.0 Big 12 yiumnHs
2021 p.; TAK-079-1004 [o3Bin Ha 306ip [JaHMX TPO BariTHy MapTHEPKY yYaCHWKA [OCTi/PKEHHS i
HOBOHApO/PKeHy AUTHUHY [/s1 YKpaiHu, pociiickkor MoBoto, Bepcist 4.0 Big 12 nunus 2021 p.; bpourypa
JOCTiTHAKA AOC/iKyBaHoro Jikapcekoro 3acodby TAK-079, BumanHs 7 Big 14 TpaBHs 2021 poky,
aHryicekoro MoBow; TAK-079-1004_Kopotkuii ormvc pociimpkeHHsi, Bepcigs 1.0 Big 03 uepBHS
2021 poky, ykpaiHcekoro MoBow; TAK-079-1004_Kopotkuii omuc pgociimpkeHHsi, Bepcis 1.0 Bifg
03 uyepBHs 2021 poky, pociiickkoro MoBow; TAK-079-1004_Indopmauilina bpoirypa kiaiHiuHOrO
Jocnimkenns, Bepcis 1.0 Bix 22 kBiTHs 2021 poky, ykpaiHcekoro MoBoto; TAK-079-1004_Indopmariitina
Bpotiypa kniniuHoro gociigkeHHsi, Bepcis 1.0 Big 22 kBitHsa 2021 poky, pocilicekoro moBoro; TAK-079-
1004 _IIpesenranis aas Kosner, Bepcis 1.0 Big 03 uepBHs 2021 poky, ykpaiHCbKOw MoBow; TAK-079-
1004 _ITpesenTatiis ansi Koner, Bepcisg 1.0 Big 03 uepBHsa 2021 poky, pocilicekoro MoBowo; TAK-079-
1004_CouianbHi my6sikarii Ta rpadiudi mMartepianu As crieriamicTiB cepy OXOPOHHU 3[I0POB’s, BepCisi
1.0 Big 22 kBiTHa 2021 poky, ykpaiHcbKor0 MoBow; TAK-079-1004_CouianbHi my6mikarii Ta rpacdiuni
MaTepianu JJisi crieliiaicTiB cepu 0XOpoHU 370poB’si,, Bepcis 1.0 Bix 22 kBiTHS 2021 poky, pociiicbKoro
MoBoro; TAK-079-1004_I'padiuna cxema dopmu iHdopmoBaHoi 3roau, Bepcis 1.0 Big 03 uepBHs
2021 poky, ykpaincekoro moBowo; TAK-079-1004_I'padiuna cxema dhopmu iHpopMoBaHOI 3roau, Bepcis
1.0 Big 03 uepBHst 2021 poky, pocitickkoro moBoro; TAK-079-1004_llinboBa cropiHka, Bepcis 1.0, Bif
03 uepBHsa 2021, ykpaiHcbkoro MoBorw; TAK-079-1004_IlinboBa cropiHka, Bepcia 1.0 Bifg 03 yepBHs
2021, pociticekoro MoBoro; TAK-079-1004_KapTka BASUHOCTI yuyaCHMKaM KIIiHIYHOTO AOCTiKeHHS,
Bepcid 1.0 Big 22 kBiTHA 2021 poky, yKpaiHCbK0r0 MOBO1O; TAK-079-1004_KapTKka BASYHOCTI y4aCHUKaM
K/iHiyHOTO mocnhifkeHHs, Bepcis 1.0 Bim 22 ksitHs 2021 poky, pociticbkkoro moBoro; TAK-079-
1004 _JTuct rosoBHOro AOC/TiAHMKA MaLlieHTy, Bepcis 1.0 Big 22 kBiTHs 2021 poky, yKpaiHCbKOHO MOBOIO;
TAK-079-1004_JIucT rosoBHOro JoC/aiAHKUKA MaljieHTy, Bepcis 1.0 Bix 22 kBiTHsA 2021 poKy, poCiiiCbKo0
MoBO10; TAK-079-1004_JIvcT roJyIoBHOrO [OC/AiJHUKA JIIKapro 3arajbHOI NpakTUKW, Bepcig 1.0 Bif
03 uyepBHs 2021 poky, ykpaiHCbKOO MOBOKO; TAK-079-1004_JIucT rOn0OBHOrO [OC/IIJHUKA JIiKapro
3arasnbHOI npakTyky, Bepcis 1.0 Big 03 uepBHs 2021 poky, pocikicbkoro MoBor; TAK-079-1004_bporrypa
Ju1st Habopy matjieHTiB, Bepcis 1.0 Big 03 uepBHs 2021 poky, ykpaiHCcbKor0 MoBoro; TAK-079-
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1004_Bpomypa s Habopy matieHTis, Bepcist 1.0 Big 03 uepBHs 2021 poky, pociiicbkoro MoBow; TAK-
079-1004_ITnakaT ans Habopy maifieHTiB, Bepcisi 1.0 Big 22 kBiTHS 2021 pOKy, YKpaiHCHKOIO MOBOIO;
TAK-079-1004_TITnakat ai1st Habopy mariieHTiB, Bepcis 1.0 Big 22 kBiTHS 2021 poKy, pOCiMCbKOI0 MOBOIO;
TAK-079-1004_KopoTtkuii ornsia mociaimpkeHHsi, Bepcis 1.0 Big 22 kBiTHa 2021 poky, yKpaiHCBKORO
moBor; TAK-079-1004_KopoTkuii orisig gocaigkeHHs, Bepcisi 1.0 Big 22 kBiTHst 2021 poKy, poCiiicbKo0
MoBor; TAK-079-1004_byxkner mocnigxennsi, Bepcis 1.0 Bix 03 uepBHs 2021 poky, yKpaiHCHKORO
MoBorO; TAK-079-1004_bykner pocnimkeHHsi, Bepcis 1.0, Bepcig 1.0 Big 03 uyepBHs 2021 poky,
pociiicekkoro MoBor; TAK-079-1004_Ilanka pocrimpkenHsi, Bepcis 1.0 Bix 22 ksitHa 2021 poky,
yKpaiHcbkoro MOBOrO; TAK-079-1004_Ilanka pgocmimxkeHnHs, Bepcis 1.0 Bix 22 ksitHa 2021 poky,
pociiicekoro mMoBowo; TAK-079-1004_ KapTka BASUHOCTI [OC/AIJHULILKOMY LieHTpy, Bepcig 1.0 Bif
22 ksiTHA 2021 poky, ykpaiHcbkoro MoOBOw; TAK-079-1004_ KapTka BASYHOCTI [JOCTiIHULIBKOMY
LeHTpy, Bepcis 1.0 Big 22 kBitHA 2021 poky, pociticekoro MoBoro; TAK-079-1004_[loBigHuK i3
BUKOHAHHS{ Bi3WTIB, Bepcis 1.0 Big 22 kBiTHA 2021 poky, yKpaiHCbKor0 MOBOr0O; TAK-079-1004_/loBigHKK
i3 BUKOHaHHA Bi3uTiB, Bepcig 1.0 Big 22 kBiTHA 2021 pOKy, pOCIMCBKOK MOBOMO; 3pa3oK MapKyBaHHS
KapTOHHOI YMAaKOBKM [OCJiKyBaHOTO jikapchkoro 3acoby TAK-079 abo muariebo ans YKpaiHu, Bif
19 TpaBHs 2021 p., YyKpaiHCbKOIO MOBOKO; 3pa30K MapKyBaHHs aMIIyJ/d [JOC/IiPKyBaHOI'O JIiKapCbKOI'O
3aco0y TAK-079 abo mutaiebo ans Ykpainw, Big 19 tpaBHs 2021 p., yKpalHCbKOIO MOBOHO; 3pa3oK
CTIPOIIIEHOTO MapKyBaHHsI JTiKapCbKUX 3aco0iB, 110 OyAyTh Ha/laBaTUCS TarfiEHTaM MiCL[IMUA TIPOBeJIeHHS
K/IiHIYHOrO BUTIPOOYBaHHS 3TiIHO JIOKAIbHOI MPAKTUKU [Jis TIPOBeJIeHHsT AOC/Ii/PKeHHS 3a TIPOTOKOJIOM
TAK-079-1004, ykpaiHCbKOIO MOBORO; JIUCT Zi0 cimMeliHOrO Jikaps A1 YKpainu, Bepcid 2.0 Big 01 nunHs
2021 p., aHriMcbKO0 MOBOMO; JIUCT 10 ciMelHOrO fikaps Anas Ykpainu, Bepcis 2.0 Big 01 numnns 2021 p,
repeksaz yKpaiHCbKOr MOBOK Bif 08 nmurug 2021 p; 3pa3ok 3rofu Ha MpPOBeJEHHs TeJIeBi3UTY uepes
mozatok Televisit App kommanii «Megabm» (Medable), Big 26 TpaBHs 2020 p, aHIJIiMCHEKOIO MOBOIO;
3pa3oK 3ro/id Ha TIPOBe/leHHs TesieBi3uTy uepe3 AoAaTtok Televisit App komrmanii «Mezgabmi» (Medable),
Bif 26 TpaBHs 2020 p, yKpaiHCBKOIO MOBOIO; 3pa3oK 3roJyd Ha MPOBEJEHHS TeJeBi3UTy uepe3 [0JaToK
Televisit App kommanii «Meznabn» (Medable), Big 26 TpaBHs 2020 p, pocilicbkoi0 MOBOIO; 3pa3ku
300pakeHHs ofatky Televisit App Ha eKpaHi e/IeKTPOHHOTO MPHUCTPOIO AJIs MaijiedTa, Bepcis 2.0 Bix
20 numHsi 2021, ykpaiHCbKOIO MOBORO; 3pa3ku 300pakeHHst fojaTky Televisit App Ha ekpaHi
e/IeKTPOHHOT'0 MPUCTPOO /1/Is TallieHTa, Bepcis 1.0 Bix 21 murHsg 2021, pocilicbkoro MOBOHO

Howmep Ta fata Hakazy Ne 1849 Biz 11.08.2020
MO3 o0 3aTBepKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS
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Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziaTa

«PaHgomi30BaHe, TMOABiMiHEe cJlinle, TUIAe00-KOHTPO/ILOBAHE MAOCTiKeHHS ¢a3d 2 A9 OL[iHKH
Oe3neyHOCTi, TmepeHocMMOCTi Ta  edekrtuBHOCTI  mpermapaty TAK-079 y  mauieHTtiB i3
MePCUCTYIOYOIO/XPOHIUHOI0 TEePBUHHOK iMYHHOI TpoMbouuToneHieo», TAK-079-1004, Bepcis i3
riorpaBkoro 3 Bif 18 rpyaHs 2020 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 O6mexxkeHoro BianorizaneHicTio «KoHTpakTHO-[ocnignunpka Opraniszanis IHHOdapm-
YKpaiHa»

CnoHcop, KpaiHa

Minnenniym ®apmacotoTikans, Iak., CIIIA (Millennium Pharmaceuticals, Inc., USA)

CymnyTHi
MaTepianv/mpernapaTi
CYNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /lupekropary
(¢apmaneBTHUHOTrO 3a0e3MeueHHsA Isan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnoBneHa Bepcis mpoTokosy, Bepcis 7.0 Big 15 nunusa 2021; OHoBneHa [HopMalisi A5 maiieHTa Ta
®opma iHdopmoBaHoi 3roau, Bepcis 6.0 Bix 23 ymumHs 2021 p. Ha OCHOBi aHT/IOMOBHOI Bepcii 6.0 Bif
15 nunHs 2021 (yKpaiHChKOO Ta pOCiCbKOI0 MOBaMHK)

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 703 Big 23.06.2017

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«bararorieHTpoOBe, TPOCIIEKTHBHE, paH/OMi30BaHe, TOABiMiHe crire, TUIALEe00-KOHTPO/LOBAHE
nocnigkenHs III dasu, 1[0 MPOBOAUTLCS MPOTIroM 24 TWKHIB 3 MOJK/IMBICTIO TOZJOBXEHHS TepMiHy
JIKyBaHHs, Y ABOX Iapaje/JbHUX Ipylax 3 paHAoMisalji€ro MauieHTiB y criBBifHomeHH 1:1, 3 meToro
OL[iHKM e()eKTMBHOCTI Ta Oe3MeKy TMepopajbHOr0 MaciTUHIOy y TOpiBHsSHHI 3 Tulaie06o mpu JHiKyBaHHI
TAaLli€HTIB 3 MTOBLIBHO MIPOrPeCyr0UrM CUCTEeMHUM Ta IH0/IeHTHUM CUCTEeMHUM MaCTOLMTO30M 3 TSDKKUMU
CUMIITOMaTUYHUMU TIPOsIBAMH, Pe3UCTEeHTHUM [0 ONTUMa/JbHOI CMMIITOMaTUyHOi Teparii», AB15003,
Bepcis 5.0 Big 18 rpyans 2019

3asgBHUK, KpaiHa

TOB «Cineppxu ['pynn Ykpaina», YKpaiHa

CnoHcop, KpaiHa

AB Science, ®paHujis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bpomypa gocnigavika (Palbociclib (PD-0332991)), Bepcisi 14 Bix 6epesnst 2021 poky

Howmep ta faTa Hakasy
MO3 oo 3aTBepIKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, GaraTolleHTpOBe, MOABIMHO cime gocipkeHHs ¢asu 3 mpemapaty PD-0332991
(mepopanbHOTO iHribiTOpa IWMKIiH-3anexHUX KiHa3 (CDK) 4 Ta 6) i3 7eTpo3o/sioM y TIOpiBHSIHHI 3
KoMOiHaljiero iaiebo i y1eTpo3osy [uisi JTiKyBaHHSI JKiHOK Y TIepiofii MOCTMeHOIay3u, XBOPHUX Ha pak
MOJIOYHOI 3a/i034, L]0 € TO3UTUBHUM CTOCOBHO pelienTopiB Ao ectporeHa [ER (+)] i HeratuBHuUM
CTOCOBHO peLenTopiB [0 emifiepManbHOro ¢gakropa pocty 2 tuny [HER2 (-)], siki paHiie He oTpuMyBamu
JKOJTHOTO CHCTEMHOTO TIPOTMPAKOBOTO JTiKYBaHHSI 3 TIPUBOJy TPOrpecyBaHHs XBOopobOu», A5481008, 3
rioripaBkoro 8 Bif 21 tpaBHs 2018 poky;

«®a3a 3, OaraTolleHTpPOBe paHZOMi30BaHe II0/BiliHe (CJlire TIare00-KOHTPOIbOBAHE AOCITiPKEHHS
dynBectpanty (Pasnogekc®) 3 uu 6e3 PD-0332991 (manbouumkiib) + rosepesiH y >KiHOK 3 TOPMOH-
peLienTop-1o3uTUBHUM, HER2-HeraTvBHUM MeTacTaTUYHUM PaKOM MOJIOYHOI 3a/103Y, 3 [POrpecyBaHHAM
3aXBOPIOBAHHA MMiC/Is TIONepeHbOI eHAOKPUHHOI Tepartii», A5481023, 3 iHKOPIIOPOBAHOO TOIPaBKOO 3
Big 20 >xoBTHST 2015 pOKY

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«®atizep Iuk.»/ Pfizer Inc., CIITA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikatiis cyrreBoi
TIOTIPaBKU

bpomypa gocnigauka E7080, nenBatuni6 (LENVIMA®, KISPLYX®), BuzsanHs 18 Bix 30 uepBHs
2021 poky, aHT/IiNCbKOI MOBOM; J[0Che AOCTIHKyBaHOTO JliKapcbkKoro 3aco0y JlenBatuni6 (Lenvatinib
(E7080)), Bumanns 28 Big kBiTHsA 2021 p., Bepcis 06CQ3G, aHrilicbKO0 MOBOIO

Howmep Ta gara Haka3zy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUITPOOYBaHHS

Ne 2006 Big 02.10.2019

Has3sBa kitiHiuyHOTO
BUIPOOYBaHHs, KO/,
BepcCis Ta zaTa

«PanpomizoBane, Bigkpute mpocimimkeHds I ¢a3m membpomizymaby (MK-3475) y mnoegHaHHI 3
nenBatuHibom (E7080 / MK-7902) y mopiBHsHHI 3 XiMioTepari€to mepioi JiiHil JIiKyBaHHS TIpH
PO3TIOBCIO/KeHiM abo pernuauByrouiii  kKapruHomi enzometpisi (LEAP-001)», MK-7902-001, 3
iHKopriopoBaHoto TornpaBKoro 05 Biz 17 6epe3nst 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifmoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exz Joym Kopr.», gouipue nianpuemctBo «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepianv/ripernapaTi
CyMNyTHBOI Tepartii

B.o. renepasibHOro JupekTopa /{upekropary

(¢apmareBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikatiis cyrreBoi
TIOTIPaBKU

36i/bIIeHHs KiZTbKOCTI OC/Ti/KyBaHUX B YKpaiHi 3 10 1o 24 ocib (gogatkoBo 14 ocib).

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 310 Big 23.02.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe, 11atie60-KOHTPO/IbOBaHe, MOABilHe CrTire, y mapane/lbHUX Tpymax, rnomykoe, Paza 2,
nocimkeHHs1 edeKTUBHOCTI i Ge3reunocti mperapaty AMT-101 At repopajibHOTO 3aCTOCYBaHHS y
MO€EHAHHI 3 aja/niMyMad0M y Malli€HTiB 3 BHUPa3KOBUM KOJITOM CEpPeJHBOr0 abo TSHKKOTO CTYIIeHS»,
AMT-101-203, Bepcis 2.0 Big 30 BepecHs 2020 poky.

3asgBHUK, KpaiHa

TOB «biomanac», Ykpaina

CnoHcop, KpaiHa

Applied Molecular Transport Inc. /«Enaiig Monekstonap TpeHcriopt IHk.», CIIIA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Honatok 27

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikatiis cyrreBoi
TIOTIPaBKU

Ykpaina, MK-3475-587, Bepcist 00 Big 22 nunusa 2021 p. yKpaiHCbKOK MOBOMO, [HdopMaljiliHuil TUCTOK i
JIOKYMeHT Tpo iH(opMoBaHy 3roJy Ha HeoOOB’sI3KOBY 3MiHY CXeMHU BBefleHHs; YKpaiHa, MK-3475-587,
Bepcisi 00 Bix 22 nunusi 2021 p. pociiickkoro MoBow, IHpopmalliiHuii JUCTOK i AOKyMEHT Tpo
iHpopMOBaHy 3rofly Ha HeoOOB’sI3KOBY 3MiHy CcxeMH BBefleHHs; YkpaiHa, MK-3475-587 Bepcist 00 Bif
22 nunHs 2021 p. yKpaiHCBbKOI MOBORO, [HdopMalliliHKi TUCTOK i JOKYMEeHT TMpo iHPOopMOBaHy 3rofly Ha
B35TTS HeoOOB’sI3KOBUX 3pa3kiB; YKpaiHa, MK-3475-587 Bepcis 00 Bix 22 numnHs 2021 p. pociiicbkoro
MOBOI0, [H(hopMariiiiHuii TUCTOK i JOKYMEeHT Tpo iHhOopMOBaHy 3ro/ly Ha B3STTSI HEOOOB’I3KOBUX 3pa3KiB;
Ykpaina, MK-3475-587 Bepcist 00 Bix 22 nunust 2021 p. ykpaiHCbKOIO MoBOO, [Hpopmarilinuii 1McToK i
JIOKYMEHT Tpo iHhopMOBaHy 3ro/ly Ha B3ATTSI HeOOOB’SI3KOBUX 3pa3sKiB Kany; YKpaiHa, MK-3475-587
Bepcig 00 Big 22 sumus 2021 p. pocilickkoro MoBow, IHdopMmaliiiiHuii NHUCTOK i [JOKYMEHT Ipo
iHbopMoBaHy 3roJy Ha B3ATTS HeOOOB’SI3KOBHX 3pa3KiB Kajly; BK/IIOUEHHS JOZATKOBOTO MiCIs
MIPOBe/IeHHs1 K/TiHIYHOTO BUMPOOYBaHHS:

No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA

/1 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1 K.M.H. TpyxiH [1.B.

KomyHasnbHe HekomepilifiHe MiAnpueMCTBO «OecbKuii 00/1aCHUN OHKOJIOTIUYHWNA AMCIIaHCEeP»
Opecbkoi 06acHOi paju», CTallioHap [JE€HHOro IepeOyBaHHS JUCIIAHCEPHO-TIOJIK/IiHIUHOTO
BinzinennHs, M. Ozeca

Howmep Ta fata Hakasy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1326 Big 02.07.2021




2 MPOJOBXKEeHHA fojarka 27

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«bBaraTolieHTpOBe, BigKpuTe, po3iivpeHe gociimkeHHs 11 ¢a3u g5 BUBUEHHS JOBTOCTPOKOBOI Ge3reku
Ta e(eKTUBHOCTI y YYaCHHWKIB 3 pO3MOBCIO/PKEHUMM TyXJIMHAMU, sKi y JaHWi uyac repeOyBalOTh Ha
NiKyBaHHi abo Tifi CTIOCTepeXKeHHSAM Y JOC/TiIPKeHH i3 3aCTOCyBaHHsAM 1eMOpoJtizymaby», MK-3475-587,
BepcCisi 3 iHKopriopoBaHor0 nonpaBkoro 03 Big 19 kBiTHs 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBiganpHicTI0 «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk apn eny Joym Kopm.», gouipHe mianpuemctBo «Mepk eHp Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepiaynv/ripernapaTi
CyIyTHBOI Tepariii

B.o. renepansHoro gjupekropa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX




HonaTok 28

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bporrypa gocnigavika [Tanbouuyksnio (PD-0332991), Bepcist 14 Bix 6epesnst 2021 p.; [TogoBkeHHsS TepPMiHy
MpOBe/IeHHs1 K/IiHIYHOro BUTIpOOyBaHHS B YKpaiHi g0 31 rpyans 2021 p.; 3MiHa 3asBHMKA K/IiHiYHOTO
Bunpobysanns B Ykpaini 3 TOB «(IHBEHTIB XEJIC YKPAIHA» na TOB «Cineoc Xenc YkpaiHa»;
3MiHa BiJTOBifaMBLHOrO AOCTIAHWKA y MiClli TIDOBeJeHHS K/IiHiYHOrOo BUIPOOyBaHHS Ta 3MiHa Ha3BU
MiCIIsI TPOBe/IeHHs1 K/TiHiYHOTO BUTIPOOYBaHHS:

byno Crasno
K.M.H., go11. I'onua A.O. jikap Cemeren FO.B.
KomyHanbHa yCTaHOBa «YepHiBelpkuii | ObacHe KOMYHaJlbHe HeKoMepLliliHe
obacHUM KMiHIUHUH OHKOJIOTIUYHWM AMCIIAaHCep», | ITiITPUEMCTBO «ByKOBHUHCBKUIA K/TiHIYHUM
BiZiliIeHHs1 IeHHOr O CTalioHapy, M. YepHiBLji OHKOJIOTIYHUM L|eHTP», CTPYKTYPHUM MiJIpO3AiN
JIeHHOT0 CTalioHapy, M. YepHiBLi

Howmep ta faTa Hakasy
MO3 1wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 621 Big 24.09.2015

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanziomizoBaHe, baraTol|eHTpPOBe, Mo/BiliHe ciiine gocimpkeHHs 11 ¢a3u nanborukiioy Ta eTykcumady
B TMOpiBHAHHI 3 TIeTyKcMMaboM TpW  JIiKyBaHHI  TlaMiJloMaBipyC-HeraTWBHUX  MAlli€HTiB i3
peLAUBYOUO/MeTacTa3ylouo IUIOCKOK/IITUHHOK KapLMHOMOKO TOJIOBU Ta IIMI, L0 paHille He
OTPUMYBAJIM JIIKyBaHHS 1[eTYKCUMaboM, Tic/isi HeedeKTUBHOCTI OZIHI€T MorepeiHbOI CXeMH XimioTepartii,
110 BK/TFOYAsia Tperaparty riatiHu», A5481044, 3 iHkopriopoBaHoto nomnpaBkoto 2 Bif 31 6epesnst 2016
POKY

3asaBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»
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CrioHcop, KpaiHa [Mdaitzep Iuk. [Pfizer Inc.], CIIIA

CynyTHi —
Marepianu/mpenapaTu
CYTyTHBOI Tepamnii

B.o. renepanbHoro supexkropa /lupekropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 29

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

InenTudikariist cyrreBoi
TIOTIPaBKU

Bpomtypa pocnignvka: Ledigepokon (S-649266), Bepcis 09 Bix 27 tpaBHs 2021p. aHriiiCbKOIO MOBOIO;
3MiHa Ha3BU MiCIsi POBe/IeHHsI KJTiHIYHOTO BUTTPOOYBaHHS:

Byino

Craino

J.M.H., ipod. [irtsp B.A.

KomyHaneHuii  3aknag — «/JHimporneTpoBchKa
obsacHa JWTSTYa KJTiHiYHa JiKapHSI»
[HinporneTpoBcbKOi 00/1acHOI paj, BiagineHHS
eH7ZIoBifeoxipyprii, [epxaBHuM 3aKaz
«/JHINporeTpoBChKa MeIMUHa akazeMist
MiHicTepcTBa OXOpPOHM 3[0pOB’S  YKpaiHu»,

J.M.H., ipod. [irtsp B.A.

KomyHanbHe mianpuemMcTBO «/IHiMporneTpoBChbKa
obsacHa IUTSYa KJTiHiYHa TiKapHsI»
[HinporneTpoBChKOI 00/1acHOI paiv», BiAgineHHs
eH/loBifeoxipyprii, /IHINPOBCHKUM [Jep’KaBHUMN
MeJUUYHUM  yHiBepcuTeT, Kadeapa AUTSIYOI

xipyprii, opromnezii Ta TpaBMarosiorii, M. JIHinpo
Kadenpa auTsyoi Xipyprii, TpaBmaToJIOTii Ta
oprorefii, M. JIHirpo

Howmep Ta fata Haka3sy
MO3 100 3aTBepKeHHs
K/IiHiUHOTO BUTIPOOYBaHHS

Ne 1849 Biz 11.08.2020

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zarta

BigkpuTe HeIopiBHS/IbHE AOC/iPKEHHS /I OLIHKK Oe3IeKH, TepeHOCHMMOCTi Ta (apMaKOKiHeTHKH
pa3oBuX i Oararopa3oBux /103 1ediZilepoKoy y TOCIiTa/Ni30BaHUX Te/liaTPUUHKX TIALi€HTIB BiKOM Bif 3
MiCSI[iB 10 MeHIIIe HiXK 18 pokiB i3 mizjo3proBaHMH abo TiATBEpPKEHUMU aepOOHUMY IpaMHeTraTUBHUMU
OakTepiampHMMU iHdekuisvu., 1802R2135, Bepcis 6, momnpaBka 5 Bizg 04 6epe3ns 2021p.

3asiBHUK, KpaiHa

TOB «Cineoc Xesnc YkpaiHa»
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CnoHcop, KpaiHa [Mionomxi bi.Bi. [Shionogi B.V.], Hinepnangu

CynyTHi —
Marepianu/mpenapaTu
CYTyTHBOI Tepamnii

B.o. renepanbHOro pupekropa Jlupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX




Honatok 30

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX

BUTNIPOOYBaHb Ta BHECEHHS 3MiHHU IO I0/IaTKa

Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikatiis cyrreBoi
TIOTIPaBKU

Hopatok 3, Bepcis 1.0 Big 12 numnus 2021 p. Ao ¢popmu iHpOpMOBaHOI 3rofu A YKpaiHU yKpaiHCHKOIO
Ta pocilicbkor MoBamH Bif 06 mrotoro 2019 p., Ha ocHOBI MaiicTep-Bepcil JJopatky 3 [0 MaKcTep-Bepcii
Ne 11 popmu inpopmoBaHoi 3roau Ast AocaigkeHHss W029636, 19 motoro 2021 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 621 Big 24.09.2015

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«Bigkpure 6GaraToijeHTpoBe paHAoMi3oBaHe gocmimkeHHs I ¢a3u aresonizymaby (aHTH-PD-L1
aHTUTL/IO) B SIKOCTI a/]’ FOBAHTHOI Tepariil y TOpiBHSIHHI 3i CIIOCTepe)XeHHSM Y Malli€HTIiB 3 ypoTesiaJbHO0
KapLUWHOMOI i3 TMPOHUKHEHHSM Yy M’SI30BUM LIap 3 BUCOKMM pIiBHEM DH3MKY MiCJISg XipypriuHOro
BuzaneHHs», W029636, Bepcis 10 Big 13 kBiTHg 2020 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOI0 BiAMoBifampHICTIO «Porn YKpaiHa»

CnoHcop, KpaiHa

@.Xodbdmann-JIs Poru Jita, [Beiiiiapis

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hopnatok 31

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

InenTudikariist cyrreBoi
TIOTIPaBKU

BK/IFOUeHHSsI 10/IaTKOBOTO MiClisi IPOBeieHHsI BUMTPOOYBaHHS:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/1 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUMPOOYBaHHS

1 3aB. Biz. XogaceHko O.M.

KomyHnanbHe MiATIPUEMCTBO «/IHInporieTpoBCbKa obmacHa KJIiHIYHa JIiKapHA
iMm. L.I. MeunukoBa» [IHirnporieTpoBcbKoi 06/1acHOI pajiv», BifJiNeHHs] racTpoeHTeposorii Ta
rernarosiorii, M. /IHinpo

Howmep Ta fata Hakasy
MO3 o0 3aTBepKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1722 Biz 11.08.2021

Ha3ga ky1iHiyHOrO
BUMPOOYBaHHs, KO/,
BepCis Ta faTa

«PaHjoMmi30BaHe, TIOABiMHe (CUlile [AOCTIMKeHHS [/ OI[iHKA 0e3MeuHoCTi, TIepeHOCHMMOCTi Ta
(apmakokiHeTvku miperiapaTy NX-13 mpu mnepopasbHOMY 3aCTOCYBaHHI MpH BHPa3KOBOMY KOJITI B
akTuBHil (azi», NX-13-1B, Bepcis 1.1 3 iHkopriopoBaHoto 1ornpaBkoro 1 Big 14 kBitHs 2021 poky

3asgBHUK, KpaiHa

ITianpuemctBo 3 100% iHo3emHoro inBectuiiieto «AVIK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Landos Biopharma, Inc., USA

CynyTHi
Marepianu/npernapaTy
CYNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(apmaneBTHUHOTO 3a0e3MeueHHA Isan 3A/IBOPHUX




HopnaTok 32

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

InenTudikariist cyrreBoi
TIOTIPaBKU

306i/bIIIeHHsT 3aTIaHOBAHOI Ki/IbKOCTI TarieHTiB B YKpai#i 3 30 go 50 oci6; OnoneHa bpormypa
pocnigavka ZN-c5, Bugannd 5.0 Bif 24 uepBHs 2021 poky

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1924 Bip 21.08.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«®a3a 1/2 Bigkpure OaraTolleHTpOBe [OCTi[KeHHs Oe3reKd, TMepeHOCHMOCTi, (hapMaKOKiHETUKH Ta
MPOTUNYX/IMHHOI aKTUBHOCTI mperapaty ZN-C5, 1o Oyze 3acTOCOBYBaTUCS, SIK y BUIJISIZIi MOHOTepartii,
Tak i y KoMOiHarjii 3 manborukiiboM, y mariedTiB 3 ecrporen-petientop (ER) no3utuBHuM Ta perjentop 2
enizlepmanbHoro gakropa pocry moauayd (HER2) HeratvBHHM, MOIIMPEHUM pPakOM MOJIOUHOI 3a/103U»,
ZN-c5-001, Bepcis 6.0 Bizg 20 kBiTHA 2021 poKy

3asgBHUK, KpaiHa

«Eprome [TiEaCi», CrionyueHe KopoJiiBCTBO

CnoHcop, KpaiHa

«3eHo Anbda IHK» [Zeno Alpha, Inc.], CIIIA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Honatok 33

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikatiis cyrreBoi
TIOTIPaBKU

bpomypa pocnigauka JNJ-40411813, Bugannsa 10 Big 13.07.2021 p.

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1586 Big 29.07.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PangoMi30BaHe, TOABIMHe crirne, Tiaie00-KOHTPOIbOBaHe, B TMapajefbHUX TPymax, OaraToljeHTpOBe
K/TiHiuHe BUMPOOYBaHHS [/Isi OLIIHKKA e(heKTUBHOCTI, Oe3meuyHocTi Ta mepeHocumocti JNJ-40411813, sk
Jl0/IaTKOBOTO JIiKyBaHHS Yy MAaL{i€HTIB 3 CYZOMHMMU HamnajaMiy 3 ()OKaJbHAM [10YAaTKOM 3 HeJJ0CTaTHbOK)
BiATMOBiA/t0 Ha sieBethpanetam», 40411813EPY 2001, 3 monpaskoro INT-1 Big 18.01.2021 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», Benbris

CnoHcop, KpaiHa

«THCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Honatok 34

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

InenTudikariist cyrreBoi
TIOTIPaBKU

BKJ/TIOUEHHST I0/IaTKOBUX MIiCITh TPOBE/IEHHS K/TiHIYHOTO BUIPOOYBaHHSI:

No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA

/1 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUMPOOYBaHHS

1 | k.m.H. Tkauenko M.B.
KomyHnanbHe i ATIPUEMCTBO «ITonraBceka obmacHa KJ/IiHIYHa JKapHA
iMm. M.B.CknidocoBcbkoro IlontaBchkoi o6macHoi  pagu», OOsacHMM  JTiKyBaJbHO-
JilarHOCTUUHWK PeBMAaTOJIOTiYHUM LieHTp, [lonTaBCbKUl fep)KaBHUKM MeJUYHUM YHIBEPCUTeT,
Kadezpa ciMeliHOI MeMLIMHY i Teparii, M. [TonTaBa

2 | a.M.H., pod. Pekanos [I.T".
MeauuHuii 1IeHTP TOBapucTBa 3 oOMeXeHOI BifmnoBizambHicTI0O «CyuyacHa KiliHiKa»,
JIIKYBaJIbHO-IiarHOCTUYHUM TiAPO3/1J1, M. 3aM0piXOKs

3 | 3aB. Bi#. Kynuk A.B.
KomyHanbHe HekoMmepijiiiHe mignpreMcTBo «Uepkacbka obsacHa smikapHs YepkachbKoi
ob/1acHOI paju», KapAiopeBMaTo/IoTiuHe BifgineHHs, M. Yepkacu

4 | k.M.H. Ypcon H.b.
KomyHasibHe HeKOMepIliiiHe TTiANPUEMCTBO «XMeJIbHUIbKa 00/1acHa JlikapHsI» XMeTbHULIBKOT
o0J1acHOI pajiy, peBMAaTOJIOTiUHe BifliieHHsl, M. XMe/IbHULIbKUHA

5 | a.M.H. I'osjoBueHko O.I.

Meauunuii 1ieHTp ToBapucTBa 3 0OMeXeHOI BizmoBizanbHicTIO «Xenc KiiHik», Bigmin
KapZioJsiorii Ta peBMaTOJIOTii MeIMYHOTO KJTIHIYHOTO JOCIIJHULIBKOTO LIEHTPY, M. BiHHULIS
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Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1773 Big 20.08.2021

HasBsa kjiHiuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«bararorieHTpoBe, paH/j0OMi30BaHe, TO/BiliHe Cilire, Myare60 KOHTPOIbOBaHe KJIiHiUHe AOCTi/KeHHS 4
da3u 15 OLiHKU e)eKTUBHOCTI Ta 0Oe3MevHOCTi MpHU3HAUeHOoro MiAIIKipHO rycelbKymMaly y MalijieHTiB 3
aKTUBHUM aKCiaJlbHUM TICOPiaTUUYHUM apTPUTOM, SIKi HIKO/M He OTPUMYyBaid OiosiOTiuHy Tepartiio»,

CNTO1959PSA4002, Bix 14.04.2021 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /Ilupexkropary

(papmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX



Honatok 35

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikatiis cyrreBoi
TIOTIPaBKU

bpouypa gocnignvka, Wilate, Buganss 19 Big 15 motoro 2021 p.; IlogeHHUK maijieHTa, A YKpaiHu,
Bepcis 2.0 Bix 04 TpaBHs 2021 poKy, yKpalHCBKOIO Ta POCIMCBHKOIKO MOBaMH; 3aly4deHHsl [0[aTKOBOTO
MicLisl IpoBefieHHsI BUNIPOOYBaHHS:

Ne [1.I.b. BigmoBifa/bHOro AOC/iJHAKA

n/n Has3Ba Mmiclis ipoBe/ieHHsT KJTiHIYHOTO BUTMPOOYBaHHS

1 | x.M.H. BisibueBceka K.B.
HaujionaneHa autsiya crerjianizoBaHa JjikapHsd «Oxmataur» MiHiCTepcTBa OXOPOHM 3[0POB'S
YKpaiHy, LIeHTp MartoJ1orii remocrasy, M. Kuis

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1722 Bip 11.08.2021

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Kniniune pgocnifykeHHs1 751 OL[IHKU e(eKTUBHOCTI, (hapMaKOKiHEeTUKH, iMyHOTeHHOCTi Ta Oe3rmeyHoCTi
nipeniapaty Binare (Wilate) y marjienTiB Bikom 710 6 pokiB i3 Bakkoro opmoro xBopobu Binnebpanga»,
WIL-33, Bepcis 01 Big 15 ciuns 2021 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xesnc YkpaiHa»

CnoHcop, KpaiHa

Octapharma Pharmazeutika Produktionsges.m.b.H., Austria

CynyTHi
MaTepianv/mpernapaTi
CyMNyTHBOI Tepartii

B.o. renepansHoro gjupekropa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

InenTudikariist cyrreBoi
TIOTIPaBKU

BK/IIOUeHHSsI J0AaTKOBOT'O MiClisl TPOBeIeHHsI K/TiHiUHOTO BUMIPOOYBaHHS:

Ne
/1

I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUMPOOYBaHHS

1

I.M.H., npod. Map'enko JI.b.

KomyHanbHe HekoMepljiliHe mignprueMcTBO JIbBIiBCbKOI 00macHOi pagu «JIbBiBCchbKa 006J1acHa
K/IiHiUHA JliKapHs», 00JaCHUH TPOTHENi/IENTUYHUM L[eHTP, HEBPOJIOTiuHe BiJfi/eHHs,
JIbBiBCbKMI HalliOHaZbHUA MeJuuHUN yHiBepcuteT iMeHi [danuna [anuinpkoro, kadezpa
HeBpOJIOTii, M. JIbBIiB

Howmep ta faTa Hakasy
MO3 1100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1586 Big 29.07.2021

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTa

«PanzomiszoBaHe, mozBiliHe ciiime, T1arie00-KOHTPOIBOBAaHEe, B TIapasie/lbHUX TpyIax, 0araTorieHTpoBe
KJIiHiuHe BUMpOOYyBaHHS 151 OLIIHKA edeKTUBHOCTI, Oe3rneyHocTi Ta nmepeHocumocti JNJ-40411813, sk
[I0[JaTKOBOTO JIIKyBaHHSl y TALli€HTIB 3 Cy/JOMHMMM HaraZiaMy 3 (poKasbHHMM TOYAaTKOM 3 He/0CTaTHbOIO
BiAnoBigar0 Ha sieBetrpateram», 40411813EPY 2001, 3 nonpaBkoro INT-1 Bix 18.01.2021 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CrioHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepartii

B.o. revepanbHoro jupekropa /lupekropary

(apmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 37

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoBieHHs1 bpoluypu fJocmifHUKa [/ Mperiapary Kapinpasud, Bepcig 19 Bix 13 ksiTHa 2021 poky,
AHTTIMCHKOI0 MOBOFO; 30i/IbIIIeHHS 3arylaHOBaHOI KiJTbKOCTI TIALiEHTIB y A0C/i/KeHHI B YKpaiHi 3 41 110
80 marjienTiB; Marepiamu gns gocnignukis: [lkana Cimrncona —Anryca (SIMPSON-ANGUS SCALE),
Bepcist 3 Big 09 6epesnst 2021 poky, aHT/IiMCHKOIO MOBOI; BK/TFOUEHHS OAATKOBUX MICIb TIPOBe/[€HHS
KJIiHIUHOTO BUNIPOOYBaHHS:

No I1.I.b. BiAmOBiJa/ILHOTO AOC/IIJHHUKA

/1 HasBa Mmiclist ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. | a.M.H., ipo@d. PinbLg O.0.
KomyHanbHe HekoMepljiliHe migrmprueMcTBO JIbBIiBCbKOI 00acHOi pagu «JIbBiBCchbKa 00OJ1acHa
KJIiHIYHAa IIcUxiaTpUyHa JiikapHs», BigaineHHs Ne25, m. JIbBiB

2. | n.M.H. Menbnuk E.B.
KomyHanmeHe HeKoMmepiliiiHe miAnpueMcTBo «Opecbkuii obOmacHUM MeJUYHMM  I[eHTp
TICUXiUyHOTO 3710poB’s» OzecbKoi 06/1acHOI paju, BifgiseHHs Ne9 (quTsue), M. Opeca

3. | pupekrop [Tamamapuyk I1.B.

KomyHanbHe HeKOMepIliiiHe TiZIIPUEMCTBO «X€epPCOHCHKHMM 00/1IacHUN 3aK/iaf, 3 HaJaHHS
TICUXiaTPUYHOI ZOTIOMOTH» XepPCOHCHKOI 006/1acHOI pajiv, YosIoBiue TICMXiaTpUuHe BiJfiNeHHs
Ne3 Ta iHoue nicuxiarpyuyHe BiagiseHHs: Nel(, c. CrernaHiBka, M. XepCOH

4. | K.M.H., 3aB. LleHTpy bnaxesuu FO.A.
KomyHaneHe  HekomepuiiHe  mignpueMctBo  «Kuiniuna  mikapHsi  «[ICUXIATPIA»»
BUKOHaBYOro oprany KuiBcbkoi micbkoi pagu (KuiBcbKoi MiCbKOI epKaBHOI afMiHicTpaliii),

LleHTp MepBMHHOIO MCUMXOTUYHOIO eI1i30/ly Ta CyYaCHHUX METO/IB JIiKyBaHHs, M. KuiB
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Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1360 Big 10.06.2020

HasBsa kjiHiuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«bararorjeHTpOBe BifKpuTe 2-piuHe AOC/TiyKeHHs 3 OL[iHKK 0e3euHOCTi Ta epeHOCUMOCTi KapirpasuHy
3 MOK/IMBICTIO BHUOOpY [J03W TMpH JIiKyBaHHI Im3odpeHii y migmitkie», RGH-188-203, Bepcis 3

nioripaBkoro 1 Biz 18 kBiTHA 2019 poky

3asiBHUK, KpaiHa

TOB «Cineoc Xesnc YkpaiHa»

CnoHcop, KpaiHa

Gedeon Richter Plc., Hungary (YropiuHa)

CynyTHi
MaTepianv/ripernapaTi
CyIyTHBOI Tepartii

B.o. renepanbHoro aupexkTopa Jlupekropary
(¢apmareBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

InenTudikariist cyrreBoi
TIOTIPaBKU

3a11yquH51 A00aTKOBHUX MiCLU: IMpoBeJeHHA KJIiHIYHOT O BI/IHPOGYBE[HHHZ

No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA

/1 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUMPOOYBaHHS

1. | a.M.H., ipo@d. PinbL O.0.
KomyHanbHe HekoMepljiliHe mignprueMcTBO JIbBIiBCbKOI 00macHOi pagu «JIbBiBCchbKa 006J1acHa
KJIiHIYHA IIcUxiaTpUyHa JiikapHs», BigaineHHs Ne25, m. JIbBiB

2. | n.M.H. MenbnuK E.B.
KomyHanmeHe HeKoMepiliiiHe miAnpueMcTBo «Opecbkuii ob6macHUM MeJUYHMM  I[eHTp
TICUXiUyHOTO 3710poB’s» OnecbKoi 06/1acHOI paju, BifaisieHHs Ne9 (quTsue), M. Opeca

3. | pupekrop [lamamapuyk I1.B.
KomyHanbHe HeKOMepIliiiHe TiJIIPUEMCTBO «X€epPCOHCHKHMI 00/1lacHUN 3aKiaf, 3 HaJaHHS
TICUXiaTPUYHOI ZOTIOMOTM» XepPCOHCHKOI 006/1acHOI pajiv, YosIoBiue TICHXiaTpUuHe BiJfiNeHHs
Ne3 Ta iHoue nicuxiatpyuyHe BiggineHHs: Nel(, c. CremnaHiBka, M. XepCcoH

Howmep Ta fata Hakasy
MO3 o0 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 893 Big 15.04.2020

Ha3ga kyiiHiyHOTO
BUMPOOYBaHHs, KO/,
BepCis Ta faTa

«6-TKHeBe MiKHapoJHe OaraTolleHTPOBe, PaH/OMi30BaHe, TO/BilHe cJiire, riareb60-KOHTPObOBaHEe
JOCTi/PKeHHsI B Tlapasie/lbHUX T'PyTax 3 MeTOK OL[iHKM e(eKTHBHOCTi i Oe3nmeuHOCTi KapumnpasuHy Ipu
JiKyBaHHI Tal[i€HTIiB-ITi/IITKiB, XBOpUX Ha ImM3odpeHito (MalieHTiB y Biui Big 13 g0 17 pokiB)», RGH-
MD-20, 3 [ToripaBkoto 1 Big 16 rpyans 2020 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xesnc YkpaiHa»
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CrioHcop, KpaiHa «I'epeon Pixrep ITi.en.ci» (Gedeon Richter Plc.), YropiuHa

CynyTHi —
Marepianu/mpenapaTu
CYTyTHBOI Tepamnii

B.o. renepanbHoro supexkropa /lupekropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

InenTudikaris cyTreBoi
TIOTIPaBKU

Ownoenenuii mpotokoJ, Bepcis 3.0 Big 14 uepBHs 2021; Indopmariist a5 6aTtbkiB Ta @opma iHpopMoBaHOi
srop (o kpainm) Big 01 moumas 2021. KB Ne: 1199-0337. BICTMS_Bepcis: PP_08_UKRO?7.
Mosa_Bepcisi Ta pgata: ykpaiHcbka Ta pocikiceka_07 (27 nunnHs 2021); Indopmatis Ta Popma
iHbopMOBaHOI 3roJu AJis TAalfi€EHTa, 10 AOCATHYB 18 poKiB Tif uyac KiaiHiuHOro BUMpOOYyBaHHS (Z/1s
kpainn) Big 01 munas 2021. KB Ne: 1199-0337. BICTMS Bepcis: M_08_UKRO07. MoBa_Bepcis Ta jara:
yKpaiHcbKa Ta pociticeka_07 (27 nunnsa 2021); Indopmariis ta Popma iHdopmoBaHOi 3rogu st
HeTIOBHOMITHIX BikoM Biz 14 no 17 pokiB (gns kpainu) Big 01 murnHa 2021. KB Ne: 1199-0337. BICTMS
Bepcis: PA_06_UKRO8B. MoBa_Bepcis Ta pgara: ykpaiHcbka Ta pociriceka_08 (27 munus 2021);
Indopmariisi a1 naiieHta Ta @opma iHbopmoBaHoi 3rofu A JiTel BikoMm Bifg 12 go 13 pokiB (s
kpainu) Big 27 ymunHsa 2021. KB Ne: 1199-0337. BICTMS Bepcis: PA_06 _UKRO7A. Moga_Bepcis Ta
JlaTa: ykpaiHcbka Ta pociiicbka_07 (27 nunus 2021); Indopmatiis ass nauienta ta @opma inpopmoBaHoi
3roy s AiTeld BikoM Bif 6 1o 11 pokiB (a5 kpainy) Big 27 nunHg 2021. KB Ne: 1199-0337. BICTMS
Bepcis PC_06_UKRO06. MoBa_Bepcisi Ta gara: ykpaiHcbKa Ta pociiicbkka_06 (27 numns 2021); ®opma
MOBTOPHOI 3rofu Assi 6aTbkiB (ayis1 kKpainu) Big 01 mumHs 2021. KB Ne: 1199-0337. BICTMS Bepcist:
RPP_08_UKRO07. MoBa_Bepcis Ta jgata: ykpaiHcbka Ta pocilickka_05 (27 numnas 2021); Pdopma
TOBTOPHOI 3rO/U AJisI Malli€eHTa, 1[0 A0CATHYB 18 pOKiB MiJ| yac KAiHIYHOTO AOC/i/pKeHHs (/1711 KpaiHu) Bif
27 murnHg 2021. KB Ne: 1199-0337. BICTMS Bepcis: RM_08_UKRO07. MoBa_Bepcis Ta pgara:
yKpaiHcbKa Ta pocikicbka_05 (27 nunusa 2021); ©opma MOBTOPHOI 3rOAM /11 HEITOBHOJIITHIX (BiKOoM Bif 14
o 17 pokiB) (gns kpainu) Big 01 ymurnHa 2021. KB Ne: 1199-0337. BICTMS Bepcis: RPA_06_UKRO08B.
Moga_Bepcis Ta faTta: ykpaiHcbka Ta pocivicbka_06 (27 munuas 2021); @opMa NMOBTOPHOI 3rou AJ1sl AiTeid
BikKOM Bizl 12 1o 13 pokiB (a1 Kpainu) Bif 27 aumnHsa 2021. KB Ne: 1199-0337. BICTMS Bepcisi: RPA_06
_UKRO7A. MoBa_Bepcis Ta gara: ykpaiHcbKa Ta pocivicbka_04 (27 nunHs 2021); dopma NOBTOPHOI
3roiu Asis Aiiteit BikoM Big 6 0 11 pokiB (151 kpainu) Big 27 yurnHa 2021. KB Ne: 1199-0337. BICTMS
Bepcis: RPC_06_ UKRO06. MoBa_Bepcis Ta fara: ykpaiHcbka Ta pociticeka_04 (27 munns 2021);
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OHoBNleHe MapKyBaHHSI [IOC/Ii/I)KYBaHOTO JIiKApChKOro 3aco0y HiHTenaHiOy/mianebo y M’ SKuX
JKeJIaTUHOBUX Karicysax 1o 25 mr, 100 mr ta 150 mr; 3MiHa ajipecu 3asiBHUKA K/IiHIYHOTO BUNIPOOYBaHHS:

bYJIO

Alojas iela 6, Riga, LV-1013 (JIaTBis1)

Riga, Katrinas dambis 20, LV-1045 (JIaTBis)

Howmep ta faTa Hakasy
MO3 o0 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 296 Big 11.02.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«[TopgiitHe cine, paHzoMi3oBaHe, 1/1arieb60-KOHTPOIbOBaHe ZOC/TiIKeHHS /ISl OL[iHFOBaHHS BIUIUBY 103U
Ta 0e3MeyHOCTi TIepopasbHOTO 3aCTOCYBaHHS HiHTe[aHiOy mpoTsaroM 24 TWKHIB Ha (OHI CTaHJAPTHOTO
NKyBaHHS, 3 MOJA/bIINM BiIKDUTUM JTiKyBaHHSIM HiHTe/laHiOOM pi3HOi TpUBAJIOCTi y AiTelt Ta MiAmiTKiB
(BikoM Big 6 m0 17 pOKiB) 3 K/IiHIYHO 3HAUyIUMH (HiOPO3YIOUMMM iHTEPCTUI[IMHUMHU 3aXBOPIOBAaHHIMU
serenb», 1199-0337, Bepcis 2.0 Big 19 uepsHs 2020

3asgBHUK, KpaiHa

TOB «JOKYME/IC» («CIA IOKYMEJC»), Jateis

CnoHcop, KpaiHa

Boehringer Ingelheim RCV GmbH & Co KG, ABcTpis

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepariii

B.o. revepanbHoro jupexkropa /lupekropary
(apmareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX



Honatok 40

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoBJIeHHI TIPOTOKOJ KiliHiuHOTO BUMpoOyBaHHs MK-3475-671 3 iHKOpriopoBaHOio mornpaBkor 09 Bif
23 uyepBHs 2021 poKy, aHr/ilicbkor0 MOBOR; YKpaiHa, MK-3475-671, Indopmalis Ta JOKyMeHT Mpo
iHdbopMoBaHy 3rofy AJisi natjieHTa, Bepcis 1.00 Big 20 mumnus 2021 p. yKpaiHChKOIO MOBOMO; YKpaiHa, MK-
3475-671, Indopmalis Ta JOKyMeHT npo iHdopMoBaHy 3roAy Ajs maiieHTta, Bepcisg 1.00 Big 20 numnHs
2021 p. pociiicbkoto MoBow; YkpaiHa, MK-3475-671, IndopmariiiHuii JUCTOK 1 [JOKYMeHT TIpo
iHbopmoBaHy 3rosy Ha MaiiOyTHe OiomemuuHe mocmimkeHHs, Bepcis 01 Bix 08 smumus 2021 p.
yKpaiHCbKOIO MOBOIO; YKpaiHa, MK-3475-671, Indopmariiiinuii TUCTOK i JOKYMeHT Tpo iHpopMOBaHYy
3rofly Ha MaiOyTHe GiomenuuHe mocmimkeHHs, Bepcis 01 Big 08 mumusa 2021 p. pociliCbKOH MOBORO;
3MiHa Ha3BU MiCLisl IPOBe/ieHHs K/TiHiUHOT0 BUMIPOOYBaHHS:

Byno

Crano

I.M.H., npod. bonaapenko .M.
KomyHaneHuii  3aknag — «lHimporeTpoBChKa
MicbKa bGararomnpodinbHa KiiHiuHa ikapHs Ned»

«/IHIpONeTpOBCHKOT obsiacHo1 pau»,
BiAfineHHs: Ximioreparnii, Jlep)kaBHUM 3aKmaj
«/JHIrponeTpoBCbKa MeauyHa aKazeMis

MiHicTepcTBa OXOpPOHM 3[0pOB’S  YKpaiHu»,
Kadeipa OHKOJIOTIT i MeJUUHOI palioorii,

M. [THinpo

I.M.H., pod. bonaapenko .M.

KomyHanpHe  HekoMepliliHe — MiANPUEMCTBO
«Micbka kiiHiuHa JiikapHd Ned» JIHINPOBCHKOI
MIiCBKOI paju, XiMioTeparieBTUUHe BiJJi/IeHHS 3
JIeHHUM CTaLlioHapoM, [IHITIpOBCHKUIM
Jlep)kaBHUN Me[IUuHUM yHiBepcuTeT, Kadenpa
OHKOJIOTii Ta MeJUUHOI pafiosorii, M. JJHinpo

Howmep Ta fata Hakasy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 713 Big 13.04.2018
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Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziaTa

«PanzoMi3oBaHe, TnozBitiHe-ciine pocimpkeHHs III da3u ABOXKOMITOHEHTHOI ximioTepartii mipernapaTaMu
TUIaATMHU B KoMOiHamii 3 mem6posisymabom (MK-3475) abo 6e3 HbOro, B SKOCTi Heoa/|tOBaHTHOI /
a7’ FOBAaHTHOI Teparii /i/Is1 TaLlieHTiB 3 orepabe/lbHUM He/IpiOHOK/TITHHHUM pakoM Jierenb II, IITA Tta I1IB
(T3-4N2) cragin (HAPJI) (KEYNOTE-671)», MK-3475-671, 3 iHKopriopoBaHow mnomnpaBkoro 05 Biz 18
qvrHs 2019 poky

3asaBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBiganpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exg Joym Kopr.», gouipue nianpuemctBo «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepianv/mpernapaTi
CyIyTHBOI Tepariii

B.o. renepansHoro gjupekropa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnHoB/leHUI MPOTOKOM KiiHiuHOro AociimkenHss C-935788-058, Bepcis 4.0 Big 23 6Gepe3ns 2021 p.;
OnoBneHa bpoiypa gocmignvka (dbocramatvHi0, Tabsmetku), Bepcis 19 Big 01 6Gepesns 2021 p.;
OnoBneHa bBpomypa pgocnigauka (dbocramatuHi0, Tabnetku), Bepcis 20 Big 12 uepBHs 2021 p.;
[HdopmMatiist Asist matjieHTa Ta ¢opMa 3roZi Ha yuacTh y KJIiHIYUHOMY AOC/TiKeHHi /1 YKpainu, Bepcis 3.0
Bif 22 uepBHs 2021 p., mepeknia/, yKpaiHCbKOIO MOBOW Bif 12 snumHsa 2021 p.; mepeksaj, poCiiiCbKOO
MOBOHO Bif 12 nunns 2021 p.

Howmep ta faTa Hakasy
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 568 Big 27.02.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpure mnogoBkeHe pociipkeHHs 3 a3y 3acTocyBaHHS (ocTamaTuHiOy AUHATPil0 B JiKyBaHHI
ayTOIMyHHOI I'eMOJIITUYHOI aHeMii 3 CMHAPOMOM TeIUIOBUX arjitoTUHIHIB», C-935788-058, Bepcia 3.0 Bif
20 yurag 2020 p.

3asgBHUK, KpaiHa

TOB «Mb KBECT», Ykpaina

CrioHcop, KpaiHa

Patlimken ®apmaceiroTikans, Iak., CIIIA (Rigel Pharmaceuticals, Inc., USA)

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepariii

B.o. rervepanbHoro jupekropa /lupekropary

(apmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hoparok 42

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

InenTudikariist cyrreBoi
TIOTIPaBKU

Bporitypa gociijHiKa JOC/TipKyBaHOTO Jlikapchbkoro 3acody RO7021610/efmarodocokin alfa, Bepcist 8 Biz
kBiTHS 2021 pOKYy, aHI/iiCbKOI0 MOBOHO

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 146 Big 21.01.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Bigkpute mnpogopkeHe pocmimpkeHHs (asu I 3 MeTOr OIiHKM JOBrOCTPOKOBOI 0Oe3meuHOCTi Ta
nepeHocumocTi npenapaty UTTR1147A y nauji€HTiB i3 BUPa3KOBHAM KOJIITOM BiJi TIOMiPHOTO [JO TSPKKOTO
ctynenst abo xBopoboro Kpona», GA40209, Bepcis 6 Big 15 rpyans 2020 p.

3asiBHUK, KpaiHa

TorapuctBo 3 ObmekeHow BianoBigansHicTio «KoHTpakTHO-[ocmiguuiipka Opraizaifiss IHHOGapM-
YKpaiHa»

CnoHcop, KpaiHa

Genentech, Inc., USA/ [I)xenenrek Iuk., CIITA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




Honatok 43
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX

BUTNIPOOYBaHb Ta BHECEHHS 3MiHHU IO I0/IaTKa

Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bporirypa gocmijHuKa 10C/TiipKyBaHOoro Jlikapcbkoro 3acody RO7021610/efmarodocokin alfa, Bepcis 8 Biz
kBiTHS 2021 pOKYy, aHIJIiCbKOI0 MOBOIO

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1962 Biz 29.10.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, Mo/BiliHe CJiiMe, MO/BiMHE MacKOBaHe, Ilarle00-KOHTPOIbOBaHe, 0OaraToOIleHTPOBe
nmocrmimkenHs ¢asu Il B mapasenbHUX Tpymax 3 MeTOK OIiHKM e(eKTUBHOCTI, 0Oe3meyHOCTi Ta
¢dapmakokiHeTrky niperiapaty UTTR1147A y nopiBHsHHI 3 1y1a1ie60 Ta B MOPiBHSHHI 3 BeJjosTi3ymMmaboM y
MaLfi€eHTiB i3 BUPA3sKOBUM KOJIITOM BiJj TMOMIpPHOrO A0 TsDKKOro crymneHs», GA39925, Bepcia 6 Bif
08 kBiTHs 2020 p.

3asBHUK, KpaiHa

ToBapuctBo 3 O6mexxkeHoto BianorizanpHicTio «KoHTpakTHO-[ochigHumnpka Opranizanis IHHO(apm-
YKpaiHa»

CnoHcop, KpaiHa

Genentech, Inc., USA/ I)xenenrek Iuk., CIIIA

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /lupexkropary

(apmaneBTHYHOT0 3a0e3MeueHHs

IBan 3A/IBOPHUX




Honatok 44

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

InenTudikariist cyrreBoi
TIOTIPaBKU

IHdopmariitnuii vcTok i popma iHpopmoBaHoOi 3roau /s BariTHOI mapTHepKH, Bepcis 1.1 s Ykpainu
Bif 20 numnHsa 2021 poKy, aHT/1iICbKOI0 MOBOIO, TlepeK/iaj YKpaiHChbKOIO Ta POCiMICbKOI MOBaMU

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 767 Big 02.04.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararoLeHTpoBe, MOJBIiKHe CJjiirNe, paHJOMi30BaHe [OCII[JKEHHs, 10 TPOBOJUTHCSA y MapasebHUX
rpyrnax 3 MeTOK BUBUEHHsI (hapMaKOKiHETUKU, e(eKTUBHOCTIi, Oe3MeKr Ta iMyHOTeHHOCTi y TMAalli€HTiB 3
XPOHIUYHMM OJISIIIKOBUM TICOpPia30M Bifi TIOMIpDHOTO [0 TSDKKOTO CTYTIeHs, $IKi OTPUMYIOTH IIperapar
Xymipa®, Ta y mauieHTiB (abo MOpiBHAHO 3 mMalli€eHTaMH) 3 XPOHIUHUM OJISIIIKOBUM TICOpia3oM Bif
TIOMIPHOTO /10 TSDKKOIO CTYIMeHf, sKi 3HaxXxOAATbCA Yy CTafil IOBTOPHOIO IlepexoAy BiJ JIIKyBaHHS
nperapatoM Xymipa® Ha jikyBaHHs niperiapaToM AVTO02 3 HaCTymHOIO TOAOBXKEHOI (pa30i0 BUBUEHHS
besnekn AVT02 (ALVOPAD-X)», AVT02-GL-302, Bepcist 4.0 3 iHKOPIOPOBAHOIO TOMPABKOIO 3 Bif
11 tpaBHsa 2021 p.

3asBHUK, KpaiHa

TOB «BOPJIABAN]I KJITHIKAJI TPAIJIC YKP»

CnoHcop, KpaiHa

«AnBorek Csicc AT'» (Alvotech Swiss AG), IlIBelirjapist

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 45

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikatiis cyrreBoi
TIOTIPaBKU

BK/TIOUeHHSsI I0ZIaTKOBOT'O MiCIisl TTPOBe/IeHHsI KTiHIUHOTrO BUTIPOOYBaHHS:

Ne [1.I.b. BigmoBifa/bHOro AOC/iJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT KJTiHIYHOTO BUTMPOOYBaHHS
1. | x.M.H. HoBakiBcekui1 B.B.

MeauuHuii 1[eHTP TOBApMCTBA 3 00OMe)keHOwo BimoBizanbHicTIO «®Dpe3eHiyc Mengukan Kep
YkpaiHa» y M. Uepkacu, MmeguuHul LieHTp, M. Yepkacu

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1586 Biz 29.07.2021

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHomi30BaHe, TO/BiliHe cJiirie, T/iarjeb60-KOHTPO/IbOBaHe, HGaraToLeHTPOBEe AOC/IKeHHSI sl OLIiHKH
Oe3reku Ta eheKTUBHOCTI iHAWBiZyasmbHO TUTPOBAHUX TEPOPATBbHUX /03 PYHKAIWIyaTy y TAl[i€eHTiB 3
KJIiHIUHUM [liarHO30M XPOHIYHOI XBOpPOOM HUPOK 3 LIyKPOBUM JiabeToM Ta/abo rimepreHsieto, Ta xoua 6
OJJHIEI0 CepLieBO-CYJUHHOI CYITyTHBOIO IaTOJIOTIE0»,
Mi>KHapoHO nonpaBkoro 2 BiJ 09 uepBHst 2021 poky

No. BAY1101042 /18748, Bepcia 3.0 3

3asgBHUK, KpaiHa

TOB «batiep», Ykpaina

CrioHcop, KpaiHa

baitep AT', HimeuuriHa

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepartii

B.o. revepanbHoro jupekropa /lupekropary

(apmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonaTok 46

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bporypa gocnigavika st 3ibotenTan, Buganss 20 Bifg 24 TpaBHs 2021 poky

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1586 Big 29.07.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe, paHOMi30BaHe, TIO/BiliHe CIlife, T1aleb0-KOHTPO/IbOBaHe A0C/ipKeHHs da3u 2b, 1o
TPOBOAUTLCS B TapajiefbHUX TpyMax 3 MeTO BH3HAUeHHs [iara3oHy [103, OL[iHKA e(eKTHBHOCTI,
Oe3rneyHocTi Ta TiepeHOCUMOCTi 3iboTeHTaHy i [lamarsidio3uHy y Tal[ieHTiB 3 XPOHIUHOIO XBOPOOOHO
HUPOK 3 OL[iHIOBAHOI MIBUAKICTIO KiyO0oukoBoi dinbrpauii (ollIK®) Big 20 mn/xs/1,73 M2 mo 60
mi1/xB/1,73 m2», D4325C00001, Bepcis 1.0 Bix 14 BepecHst 2020 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

«Actpa3eneka Ab», IlIBeris / AstraZeneca AB, Sweden

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmaneBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hopartok 47

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

InenTudikariist cyrreBoi
TIOTIPaBKU

3MiHa Ha3BU Ta MICIs IPOBe/IeHHs K/IiHIYHOT'O BUMPOOyBaHHS:

byno Crasno

I.M.H., npod. bonzapenko 1. M.

KomyHaneHuii  3aknapn — «/IHimporeTpoBChbKa
MicbKa bGararompodinbHa KiiHiuHa iKapHs Ned»
[HinporeTpoBcbKOi 00/1aCHOI pajiu», BifineHHSs
ximiorepamnii, [3 «/IHimponeTpoBCbKa MeAWYHA
akazemiss MO3 Ykpainu», Kadeapa OHKOJOTIT i
MeJWYHOI pafiosorii, M. THINPONeTpoBChK

I.M.H., ipod. bonaapenko 1. M.

KomyHanbHe HeKOoMepLliliHe TiJIIPUEMCTBO
«Miceka kmiHiyHa JtikapHsa Ned» [JHIIPOBCBKOL
MIiCBKOI paju, XimioTeparieBTUUHe BiJJi/JleHHS 3
JIeHHUM CTallioHapoM, [IHITTPOBCHKUN Jep>KaBHUMN
Me/JIMYHUM yHiBepcuTeT, KadeApa OHKOJOTIi Ta
MeIMYHOI pafiosorii, M. JIHInpo

3MiHa BiINOBIJa/IbHOTO AOC/IiHHAKA:

IHTepBeHLIWHOI pagiosorii, M. Kuis

BYJIO CTAJIO
n.M.H. Konecnik O.0. K.M.H. OcTtanenko FO.B.
HarjioHampHuit  IHCTUTYT paky, BiagineHHsa | HaumioHanbHMiA — IHCTUTYT — paKy,  BiJ/liIeHHS
MaJ/IOiHBa3UBHOI Ta €HJOCKOINIYHOI Xipyprii, | Ma/loiHBa3MBHOI Ta  €HJOCKOIIIYHOI  Xipyprii,

IHTepBeHLiHOI pazgiosorii, M. Kuis

Howmep ta faTa Hakasy
MO3 o0 3aTBepIyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 70 Bif 31.01.2017

Has3sBa kiiHiyHOTr0
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PanpomisoBane, nogsitiHe-crine gociimkenss 111 da3u 151 mOpiBHAHHS TiKyBaHHS TIeMOpostisyMabom
(MK-3475) y komOiHanjii 3 rmperapaTamMu XiMmioTeparii Ta JikyBaHHsA Iulanebo y KomOiHamii 3

rperaparamMy  xiMioTepamii y TaLi€eHTIB 3

paHillle  HeJIIKOBaHUM  MICLIeBO-PeLjuUBYHOUUM

HeoriepabesibHUM abo MeTacTaTUYHUM TMOTPiliHO-HeraTMBHUM pakoM MmosouHoi 3ano3u (KEYNOTE-
355)», MK-3475-355, 3 iHKopriopoBaHot0 norpaBkoro 05 Bix 04 >koBTHs 2019 poky




2 TMPOJOBXKEeHHA fojarka 47

3asiBHUK, KpaiHa ToBapucTBO 3 00MeKeHOI0 BifmoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa «Mepk lapn Exp Joym Kopn.», gouipue nignpuemctBo» Mepk Eng Ko., Ink.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIITIA

CynyTHi —

Marepianu/nperiapaty

CYyNyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /lupexkropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 48
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX

BUTNIPOOYBaHb Ta BHECEHHS 3MiHHU IO I0/IaTKa

Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikatiis cyrreBoi
TIOTIPaBKU

MK7684A-003_300pakeHHsI Ha eJIEKTPOHHUX IoZileHHWKax s marienta eCOA Tablet Screenshots
(HaBuanbHMI MOZy/b i3 KOPUCTYyBaHHS IlaHiieToM, onuTyBalbHUKM EORTC QLQ-C30 version 3,
EORTC QLQ-LC13; EQ-5D-5L Tablet version AHKeTa 1II0A0 CTaHy 370poB’s, 3asiBa Mpo
KOHQiIeHI[ilHICTb, iHCTPYKIIii I1J0ZI0 Ha/aIITYBaHHSI 00/TIKOBOTO 3amucy), A1 YKpainu, Bepcis 3.00 Bia
10 tpaBHs 2021 poky, ykpaiHcbKoro MoBOr; MK7684A-003_306pakeHHsT Ha e/IeKTPOHHUX IT0ZIeHHUKAaX
nns nauienta eCOA Tablet Screenshots (HaBuanbHuii MoAynab i3 KOPUCTYBaHHSI II/IQHIIETOM,
omutyBanbHUKM EORTC QLQ-C30 version 3, EORTC QLQ-LC13; EQ-5D-5L Tablet version AHkeTa
IIOZI0 CTaHy 370poB’s, 3asBa MPO KOH(DIiJEHIIiMHICTh, iHCTPYKIii IOZ0 HaAlITyBaHHS O0OJiKOBOTO
3anucy), Aass Ykpainy, Bepcisi 3.00 Big 10 TpaBHs 2021 poKy, pociiicbKOr MOBOIO.

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 762 Big 20.04.2021

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«bararorieHTpoBe, paHAOMi30BaHe, mMoABikHe ciine pgocmimkeHHs III dasu kombiHarii MK-7684 3
nembposizymabom (MK-7684A) MOpiBHSIHO 3 MOHOTeparieo neMoposisaymadoM B SKOCTi TMepIoi JIiHil
Tepariii Ay yuacHUKiB 3 PD-L1-1I03UTUBHUM MeTacTaTUYHUM He/[piOHOK/TITHHHUM pakoM jereHiB», MK-
7684A-003, 3 iHkopniopoBaHoto rnorpaBkoro 01 Bix 28 mortoro 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk apn eny Joym Kopm.», gouipHe mianpuemctBo «Mepk eHp Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepianv/mpernapaTi
CyIyTHBOI Tepartii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




Honatok 49

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX

BUTNIPOOYBaHb Ta BHECEHHS 3MiHHU IO I0/IaTKa

Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bpomypa pocimignvka Aenymad (MSB0010718C), Bepcis 11 Big 04 uepBHs 2021 poky, aHIJIiHCHKOO
MoBo10; CripolijeHe JOCh€ JOC/TIi)KyBaHOTO JiKapchKoro 3acoby ABenymadb (MSB0010718C), Bepcist 9.0
Bif kBiTHS 2021 poky, Moaynb 2 «KopoTkuil orisiy 3araibHOI TeXHIUHOI JOKyMeHTallii», aHI/liiChbKOI0
MOBOIO

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1277 Big 20.10.2017

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bBararouieHTpoBe, Bifgkpure gociimkenss 111 ¢a3u 3acrocyBanHs miperapaty aBesymab (MSB0010718C)
y TIOPiBHSIHHI i3 3aCTOCYBaHHSIM /IBOXKOMIIOHEHTHOI KOMOiHaIlii Ha OCHOBi IperapariB IJIATUHU SIK
Tepartii nepuioi JiiHii mpu PD-L1-1o3uTHBHOMY, pelMJUBYIOUOMY He/[piOHOK/TITHHHOMY PaKy jereHi abo
HeZIpiOHOK/IITUHHOMY paky Jieredi IV cragii», EMR 100070-005, Bepcis 6.0 Big 03 ciunst 2019 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoro iHBecTHIielo «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

Merck KGaA, Himeuyunna

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3neueHHA

IBan 3A/IBOPHUMX




Honatok 50

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

InenTudikariist cyrreBoi
TIOTIPaBKU

3a11yquH51 A00aTKOBHUX MiCLU: IMpoBeJeHHA KJIiHIYHOT O BI/IHPOGYB&HHHZ

No [1.I.b. BiAmIOBia/ILHOTO AOC/IIIHUKA

/1 Ha3Ba Micrist mpoBeieHHs KJTiHIYHOTO BUTPOOYBaHHs

1. | g.m.H., po¢. CkpunHuk .M.
KomyHnanbHe MiATIPUEMCTBO «ITonraBcbka obsiacHa KJ/IiHIYHa JIIKapHs
iMm. M.B. CkiidocoBcekoro ITonraBcbKoi 00/1acHOI pajju», TaCTPOEHTEPOJIOTIUHUKN LIEeHTp,
[TonTaBCbKUMI Aep>KaBHUM Me[UUHUI yHiBepcuTeT, KadeApa BHYTPIlIHBOI MeAULIMHUA Nel,
M. [lonTaBa

2. | A.M.H., po¢. I'upina O.M.
JIiKyBa/IbHO-/1iarHOCTUYHUM L[eHTP TOBapHCTBa 3 00MeXeHOH BiznoBifanbHicTIO «JliKyBanbHO-
JiarHOCTUYHUH 11eHTp «AmoHic Tmoc», ambynaTtopHe BifiseHas, M. Kuis

Howmep Ta fata Haka3sy
MO3 oo 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1773 Big 20.08.2021

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«PaHioOMi30BaHe, BiIKpUTe MAOCTipKeHHs 2a (a3yd 3 aKTUBHUM I[IperapaToM TIOPiBHSIHHS B SIKOCTi
KOHTPOJTFO, /i OL[iHKKA edekTuBHOCTI Ta Oe3neku ediHoneraytuay (MK-6024) y mnarieHTtiB 3
HeasIKoroJIkHO0 >KUPOBOIO XBOpoboto nedinku», MK-6024-001, 3 iHkopriopoBaHoro morpaBkoto 01 Big 17
motoro 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMeEXXeHOI0 BifnoBigambHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk lapn enp Hdoym Kopm.», nouipne mignpuemctBo «Mepk enf Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)
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CynyTHi —
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /lupexkropary
(apMmareBTUUHOTrO 3a0e3MeueHHA IBan 3A/IBOPHUX




HopaTok 51

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

InenTudikariist cyrreBoi
TIOTIPaBKU

306i/bIIeHHsT KiZTbKOCTI IOC/TiZPKYBaHHUX B YKpaiHi BiJ| monepeAHbo 3aryiaHoBaHoi 3 420 g0 550 ocib

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 767 Big 02.04.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«[ToxsitiHe ciinie, paHAOMi30BaHe, T1ale00-KOHTPO/IbOBaHe, OaraTOL[eHTPOBe [OC/iKeHHS [/ OL[iHKH
BIUITMBY €BOJIOKyMaOy Ha CepHO3Hi CepleBO-CYAMHHI YCK/IaJiHeHHSl Yy TMAal[i€EHTiB 3 BHUCOKHAM DPHU3UKOM
PO3BUTKY CepLieBO-Cy/IMHHMX 3aXBOPIOBaHb 0Oe3 morepeJHbO TiepeHeceHOro iH(apKTy Miokapza abo
iHCY/IbTY», 20170625, iHKOpIIOpOBaHUM OHOBJIEHOK NompaBKoo 3, Bif 30 xoBTHA 2020 poky

3asBHUK, KpaiHa

ITianpuemctBo 3 100% iHo3emHoro iHBecTuiiieto «AVIK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

«AmxeH [Hk.» (Amgen Inc.), CIITA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepa/ibHOro JupeKkTopa /lupeKkToparty
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HopnaTtok 52

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

InenTudikariist cyrreBoi
TIOTIPaBKU

JIuct nauienty 3 6a3u gaHux, Bepcis 1 Big 16 kBiTHS 2021 poKy yKpaiHCbKOK MOBORO; JIMCT MaLlieHTy 3
6a3u pmanux, Bepcig 1 Big 12 kBiTHS 2021 poky pocitickkoro MoBor; IHdopmaliifiHa 6Gporrypa Tpo
JocmipkeHHst, Bepcis 1 Big 16 kBiTHs 2021 poKy ykpaiHCBKOIO MOBOO; IH(opmariiiiHa Oporrypa mpo
nmocrimkenss, Bepcis 1 Big 12 kBiTHa 2021 poky pociiicbkkoro MoBow; IHdopmaiiitiHa Opoiirypa Tpo
JOCTi/pKeHHsT Ayt apyra abo poauya, Bepcis 1 Big 16 kBitHs 2021 pOKy yKpaiHCBKOH MOBOIO;
Indopmariitina Opolirypa Tpo AOCTipKeHHs [jis Apyra abo poauuya, Bepcisi 1 Big 12 kBiTHa 2021 poky
pOCIHCBKOI0 MOBORO; JIucT manieHTy «JlackaBo mnpocumo», Bepcigs 1 Big 16 kBitHa 2021 poky
YKpalHCbKOO MOBOR; JIMcT manieHTy «JlackaBo mpocumo», Bepcis 1 Bixg 12 kBiTHa 2021 poky
pociticbkoro MoBor; OHoBreHa bpotiypa gocrifnvka 3 npenapaty RO7490677 (PRM-151; Recombinant
Human Pentraxin-2), Bepcis 14 Biz uepBHs 2021 p., aHIiliCbKOIO MOBOIO; 3MiHa HaliMeHyBaHHSI 3asiBHHKA
B Ykpaini 3 TOB «KOBAHC KJ/IIHIKAJI JEBEJIOTIMEHT YKPAIHA» nHa TOB «JIABKOPII
KJITHIKAJT IEBEJIOTIMEHT YKPATHA»

Howmep Ta gata Haka3zy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUITPOOYBaHHS

Ne 516 Big 22.03.2021

Has3sBa kitiHiuyHOTO
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PanzomizoBaHe, mToOABiMiHe citine, T1ale00-KOHTPOIbOBaHe [OCTiMKeHHs Gasd 3 A/ OL[iHKU
edeKTUBHOCTI Ta Oe3meuHocTi 3actocyBaHHs PRM-151 y mailieHTiB 3 ifiornaTHyHUM JiereHeBUM
¢hibpo3om», WA42293, Bepcis 3 Big 13 miucromaga 2020 poky

3asiBHUK, KpaiHa

ToBapHcTBO 3 06MeKeHOI0 BiamnoBsiganeHicTio «JJABKOPIT K/TIHIKAJI JEBEJIOIIMEHT YKPATHA»

CnoHcop, KpaiHa

«®. Xopdpmanu-JIs Pour JIta» [F. Hoffmann-La Roche Ltd.], HIBeiiiapis
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CynyTHi —
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /lupexkropary
(apMmareBTUUHOTrO 3a0e3MeueHHA IBan 3A/IBOPHUX




HonmaTok 53

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikatiis cyrreBoi
TIOTIPaBKU

bpourypa pmocnignvka ABX464, Buganns 6.0 Big 29 uepBHsi 2021 pOKy, aHI/IiMCBKOIO MOBOIO;
Indopmaritinuii mictok i ¢opma 3roau, Bepcis V4.0UKR(uk)1.0 Big 06 numns 2021 poky, nepeksnaz
yKpaiHCbKOO MoBOw Bif 21 nunusi 2021 poky; I[HdopmariiiHuii nuctok i ¢opma 3road, Bepcis
V4.0UKR(ru)1.0 Big 06 mumnus 2021 poky, nepek/naz pociicbKo MOBORO Bif 21 munHs 2021 poky

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2707 Big 28.12.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpute mocnimkenns ¢asu 2b a1 BU3HaueHHs1 epeKTUBHOCTI Ta Oe3mevyHocTi ripenapaty ABX464 sk
MiATPUMYIOYOI Tepariil B MaLji€HTIB i3 BUPa3sKOBUM KOJIITOM CepeJHbOr0 Ta TS)KKOrO CTyrneHs», ABX464-
104, Bepcis 3.0 Big 10 BepecHsi 2020 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHolo iHBecTHielo «AMK’FOBIA P/IC Ykpaina»

CrioHcop, KpaiHa

ABIVAX, ®paHnwjis

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. revepanbHoro jupekropa /lupekropary
(apmareBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 54

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa Ha3BU MiCIsi POBe/IeHHsI KJTiHIYHOTO BUTTPOOYBaHHS:

Byino

Craino

J.M.H., ipo¢. bonzpapenko 1. M.

KomyHanbHe ~ HekoMepijiliHe  TiATIPUEMCTBO
«Micbka KiiHiuHa JikapHs Ned» [IHINIPOBCBHKOIL
MiCbKOI ~ pagu,  BifggineHHs  XxiMioTepartii,
[epxaBHuM 3aKaz «/JHIrponeTpoBCbKa
MeJWYHa akajeMis MiHicTepcTBa OXOPOHMU
300poB’st  YKpaiHW», Kadezapa OHKosorii Ta
MeJIMYHOI paziosorii, M. JIHinpo

I.M.H., mpod. BoHgapenko 1. M.

KomyHanbHe  HekOoMepIiiliHe  MiANPUEMCTBO
«Micbka KiiHiuHa JiikapHd Ned» JIHINPOBCHKOI
MiCbKOI pasy, XiMioTeparieBTUYHEe BiJJi/JleHHS 3
JIeHHUM CTaL|l0OHapoM, [HINpoBCHKUIA
Jlep>)KaBHUN MeJUUHMM yHiBepcuTeT, Kadeapa
OHKOJIOTii Ta Meu4HOl paziosorii, M. JHinpo

Howmep Ta fata Hakasy
MO3 o0 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 886 Big 01.08.2017

Hasga kiiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jaTa

«Bigkpure, 3 mig00poOM peXXUMy A03yBaHHS i MiJTBEpPKeHHIM KOHLeil, gocmimkeHHs CX-072, PD-L1
Probody™ Therapeutic, B sskocTi MoHOTepartii Ta B KombiHariii 3 Yervoy® (Imisimymab) abo i3 Zelboraf®
(Bemypadpenib) y marfieHTiB i3 TporpecyrouMMHM U PeLUIUBYIOUMMH (OpPMaMH COJIIIHUX MyX/IUH abo
nimpomamu», CTMX-M-072-001, monyns npotokony Big 19.08.2020 p., Moaynbs mpotokony 09 Bif
19.08.2020 p. 3 iHKopnioposaHoto rornpaskoro 09 Big 19.08.2020 p.

3asiBHUK, KpaiHa

ToBapuCTBO 3 06MeXKeHO0 BifnoBiansHicTI0 «MEIIIENC YKPATHA»

CnoHcop, KpaiHa

«uromEkc Teparn’totikc, IHk.» [CytomX Therapeutics, Inc.], CIIIA
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CynyTHi —
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /lupexkropary
(apMmareBTUUHOTrO 3a0e3MeueHHA IBan 3A/IBOPHUX




HomaTtok 55

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikatiis cyrreBoi
TIOTIPaBKU

[Mocibnuk i3 gocmimkenHs s naijiedTa, Bepcis [V03 UKR(uk)] Big 30 uepsnst 2021 poky, yKpaiHCHKOO
MoBow; IlocibHMK i3 mocsimkeHHs A marjieHTa, Bepcis [V03 UKR(ru)] Big 30 uepBHsi 2021 poky,
POCiMICbKOI MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1896 Big 27.08.2019

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«BigkpuTe po3lMpeHe AOC/IJKeHHS eTpaciMOJy B TALli€HTIB i3 aKTMBHUM BHUPA3KOBUMM KOJIITOM BIiJ
TIOMIDHOTO [0 Ba&XKOroO CTyIleHs1 TsDKKOCTi», APD334-303, 3 iHkopriopoBaHorw IornpaBkorw 3.0 Bif
07 tpaBHs 2021 poky

3asiBHUK, KpaiHa

ITianpuemctso 3 100% iHo3emHoro iHBecTHLielo «AVIK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

«Apena ®apmackioTikans, IHk.» (Arena Pharmaceuticals, Inc.), United States

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamii

B.o. reHepanbHOro gupexkrTopa /JIlupekropary
(¢apmaneBTHUHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




HonaTok 56
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX

BUTNIPOOYBaHb Ta BHECEHHS 3MiHHU IO I0/IaTKa

Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bpoiiypa asis siikapsi 1100 HaripaBseHHs nauieHTiB, Bepcisi [V03 UKR(uk)] Big 10 uepBHsi 2021 poky,
yKpaiHCbKOI0 MOBOMO; JIMCT [0 jikKapsi 1[oJj0 HarpaByieHHs mnaijieHTiB, Bepcisi [VO3 UKR(uk)01] Big
20 nunHs 2021 poky, yKpaiHCbKOIO MOBO; Ilnakar /st JocnifHULBKOro LeHTpy, Bepcis [V02 UKR(uk)]
Bif 7 TpaBHs 2021 poky, yKpaiHChKOIO MoBoto; Cralizin 3 iHpopmMaliiero mpo AocutipkeHHs, Bepcis [V03
UKR(uk)] Big 25 TpaBHsi 2021 poKy, yKpaiHCbKOIO MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 38 Big 11.01.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PanzpomizoBaHe, TmoABiliHe ctine, TLIANe00-KOHTPOJIBLOBAHE, 0OaraTOIleHTPOBE JOCTi/PKEeHHs, 110
TPOBOJMUTLCA B Mapare/bHUX TpyMnax, i3 3aCTOCyBaHHSAM (DiKCOBaHMX /03 [JI1 OL[iHKA e(eKTUBHOCTI Ta
6e3meunocti niperiapaty SEP-363856 y martjieHTiB i3 mm3odpeHi€ro y rocTpoMy TICUXOTUYHOMY €ITi3071i»,
SEP361-302, Bepcig 3.00 3 iHKopriopoBaHO CcyTTeBOIO nonpaBkoro 2.00 Bizg 26 ciunsg 2021 poky

3asBHUK, KpaiHa

ITianpuemctBo 3 100% iHo3emHoro iHBecTHiiieto «AVIK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

«CyHoBioH ®apmachkroTikasc [Hk.» (Sunovion Pharmaceuticals Inc.), CIITA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonmaTok 57

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX

BUTNIPOOYBaHb Ta BHECEHHS 3MiHHU IO I0/IaTKa

Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

InenTudikariist cyrreBoi
TIOTIPaBKU

306i/IbIIIeHHsT 3aTIaHOBAHO] KiZTbKOCTI IOC/TiZPKYBAHUX [I7Is BK/IFOUEHHST y BUTIPOOYBaHHS B YKpaiHi 3 23 /10
50 oci6; 3miHa HaliMeHyBaHHs 3asBHUMKA B YKpaiHi 3 TOB «KOBAHC KJITHIKAJI JEBEJIOTIMEHT
YKPAIHA» na TOB «JIABKOPIT KJ/ITHIKAJI JEBEJIOTIMEHT YKPATHA»

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 310 Big 23.02.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanyoMizoBaHe, moABiliHe ciine, TmIaleb0-KOHTPO/bOBaHe [JOCTI[KeHHs ((asu 3  Tipemapary
JlapoJiyTaMizi B ZIOTIOBHEHHS [0 aHzporeHenpuBariiHoi Tepamnii (AT) y nopiBHsHHI 3 muiajebo mutoc
AIT y 4o/OBIKIB i3 MeTacTaTUYHMM T'OPMOH-UYT/IMBUM pakoM mepeaMixypoBoi 3ano3u (MI'YPII3)»,
21140, Bepcis Big 24 Bepecns 2020 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 06MeXeHO0 BiamnosiganeHicTio «JIABKOPIT K/TIHIKAJI IEBEJIOIIMEHT YKPATHA»

CnoHcop, KpaiHa

Bayer Consumer Care AG, IlIBelitiapis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




HonaTok 58

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX

BUTNIPOOYBaHb Ta BHECEHHS 3MiHHU IO I0/IaTKa

Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

InenTudikariist cyrreBoi
TIOTIPaBKU

Bpoiitypa asis jiikapsi 11j0[j0 HaripaBjieHHs maiieHTiB, Bepcisi [V0O3 UKR(uk)] Big 10 uepBHsi 2021 poky,
YKpalHCbKOIO MOBOIO; JIMCT [0 7ikapsi IIOAO0 HampapsjeHHs mauieHTiB, Bepcis [V03 UKR(uk)01] Bif
21 nuraa 2021 poky, ykpaiHCbKOi MoBoro; Cradiau 3 iHdopmaliieo mpo AociigkeHHs, Bepcis [VO03
UKR(uk)] Big 25 TpaBHsi 2021 poKy, yKpaiHCbKOIO MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 38 Big 11.01.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«PanzpomiszoBaHe, TmoABiliHe cline, TLIANEe00-KOHTPOJILOBAHE, 0OAaraTOleHTPOBe JOCTi/PKEeHHs, 110
TPOBOJMUTLCA B Mapase/bHUX TpyMnax, i3 3aCTOCyBaHHSAM (DiKCOBaHMX [03 /Il OL[iHKA e(eKTUBHOCTI Ta
6e3reuynocti miperiapaty SEP-363856 y martjieHTiB i3 mm3odpeHi€ro y rocTpoMy TICUXOTUYHOMY €ITi3071i»,
SEP361-301, Bepcig 4.00 3 inkopriopoBaHo cyTTeBOr0 nonpaBkor 3.00 Biz 26 ciunsg 2021 poky

3asBHUK, KpaiHa

ITianpuemctBo 3 100% iHo3emHoro iHBecTHiiieto «AVIK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

«CyHoBioH @apmachkroTikasic [Hk.» (Sunovion Pharmaceuticals Inc.), CIITA

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonmaTok 59

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

InenTudikariist cyrreBoi
TIOTIPaBKU

Bpomypa pocrniganka AGEN1884 (3amidpenimab), Buganus 6.0 Big 04 TpaBust 2021 poKy, aHTJTHCBEKORO
moBoto; bpomypa gocrnigauka AGEN2034 (Banctunimab), BusanHs 6 Big Oepesns 2021 poky,
aHrJIificbKoro MOBOMO; [HhopMallitiHuii MMCTOK i popMa 3rofu (AOCTiAKeHHsST PO3LIMPEHOT0 3aCTOCYBaHHS
nipernapaty ¢a3u 2), Bepcisi V10.0UKR(uk)1.0 Big 08 numns 2021 poky, nepeksaj, yKpaiHCbKOK MOBOIO
Bif, 20 sunHsa 2021 poky; IHdopmatiiiHuii muctok i ¢dopma 3roau (AOC/iZIPKeHHS PO3LIMPEHOro
3actocyBaHHs1 miperiapaty ¢asu 2), Bepcisi V10.0UKR(ru)1.0 Biz 08 numusa 2021poky, nepeknaj
pocikcbKo0 MOBORO Bif 20 unHs 2021 poky

Howmep ta faTa Hakasy
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2030 Biz 07.11.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpure, GaraTorpymnoBe qoCTimKeHHs a3y 1/2 3 MeTO BUBUEHHS 0e3MeuHOCTi, TepeHOCHUMOCTI,
(dapMakokiHeTUKH, OionoriuHoi Ta KiiHiuHOI akTuBHOCTI Tiperiapaty AGEN1884 B kombOiHamii 3
riperiapatoM AGEN2034 y maijieHTiB 3 MeTacTaTUUHUMH ab0 MiClleBO-PO3IOBCIO/PKEHUMHU COJTiTHUMHU
MyXJIMHAMM Ta PpO3IIMPEHHSI 3aCTOCyBaHHA Ha o00paHi Buau cosmigaux mnyxiauH», C-550-01, 3
IHKOpITIOPOBAaHO}O IOIPAaBKO0 5 Bifg 26 BepecHs 2019 poky

3asBHUK, KpaiHa

ITianpuemctBo 3 100% iHo3emHoro inBectuiiieto «AVIK'TOBIA PIIC Ykpaina»

CnoHcop, KpaiHa

«Amxenyc Ink.» (Agenus Inc.), CHIA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX

BUTNIPOOYBaHb Ta BHECEHHS 3MiHHU IO I0/IaTKa

Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

InenTudikariist cyrreBoi
TIOTIPaBKU

bpomypa pocniganka GLPG3970, Buganns 3.0 Big 5 munHs 2021 poky, aHI/TiMICbKOI0 MOBOIO

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 516 Big 22.03.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzomiszoBane, mofBiliHe citine, TMIale00-KOHTPObOBaHe, 0araTolleHTPOBe /IOC/i/KEHHS B
rapasieJlbHUX rpynax Jjisi OLiHKK (papMakoguHaMiKy, (papMakoKiHeTHKH, 6e3reyHOCTi Ta 1epeHoCHMOCTi
nperniapaty GLPG3970 mipu nepopasibHOMY 3aCTOCYBaHHI MPOTATOM 12 TWXKHIB y JOPOC/IMX MAL{i€HTIB 3
aKTMBHUM CHCTeMHUM uepBOHMM BoBUakom», GLPG3970-CL-102, Bepcis 2.0 Big 18 TpaBHsi 2021 poky

3asBHUK, KpaiHa

ITianpuemctBo 3 100% iHo3emHoro iHBecTuiiieto «AVIK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Galapagos NV, Belgium

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HopnaTok 61
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX

BUTNIPOOYBaHb Ta BHECEHHS 3MiHHU IO I0/IaTKa

Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

InenTudikariist cyrreBoi
TIOTIPaBKU

Hopatok go pepakiii 2.0 «IHdopmariii asa maijieHta Ta ¢opmu iHGOpPMOBaHOI 3rofu», OCTaTOUHA
penakuis 1.0 ans Ykpainu Big 04 cepriHsa 2021 p., ocTaTOYHWM mMepeksaj 3 aHIJIiNACbKOI MOBM Ha
yKpaiHCbKy MOBY Bif 09 cepriHsg 2021 p., ocTaTOYHMM NepeKnaz 3 aHI/IiMCbKOI MOBM Ha POCIMCBKY MOBY
Biz 09 ceprius 2021 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1143 Big 15.05.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«PangomizoBaHe nepexpecHe gociigkeHHs 11 ¢dasu, 1110 MPOBOJUTHLCS Y /ABa €Tanu 3 MeTOH MOpPiBHSHHS
(hapMaKOKiHETUYHHUX XapaKTePUCTUK U OLIiHKK 0e3MeyHOCTi Ta TIepeHOCHMOCTi MenduiydeHy Tpu
BHYTPILIHLOBEHHOMY BBe/leHHI B mepudepuuHi Ta LjeHTpajbHi BeHW TpU JIiKyBaHHI MAaL[ieHTIiB i3
pPeLMAUBHOI Ta pedpakTepHO MHOXWHHOKO Miesiomoro», OP-109, pepakuis 2.2, ITonpaBka 3 Bif
10 6epesns 2021 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

«OnkonenTaiiac Ab» [Oncopeptides AB], IlIBeriis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3neueHHA

IBan 3A/IBOPHUMX




HopnaTtok 62

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

InenTudikaris cyTreBoi
TIOTIPaBKU

OnoBnennii mipotokos NO01269, 3 iHKOprHopoBaHOKO TompaBKOw 2 Bixg 29 Oepesnsi 2021 poky,
aHrJIifickkoro MOBOIO; Po3KajpyBaHHs aHiMallitiHoro Bifeo_Bepcis V2.0UKR(uk), 30 mwucromaza
2020 poky, yKpaiHCbKOIO MOBOIO; Po3kajpyBaHHs aHiMaliliHoro Bifeo_Bepcis V2.0UKR(ru),
30 mucromaza 2020 poky, pociiickkoro MoBorw; EpiTrackJunior ITocibHuk, Bepcis ans Ykpainu
yKpaiHCBKOH MoBOw Bif 16 >xoBTHsa 2020 poky; EpiTrackJunior IlocibHuk, Bepcisi ans YkpaiHu
pociticbkoto MoBoro Bif 16 »koBTHsi 2020 poky; EpiTrackJunior InTepdepentisi, Bepcisi s YKpaiHu
yKpaiHCbKoto MoBorO Bif 16 >xoBTHs1 2020 poky; EpiTrackJunior InTepdepenyisi, Bepcis s YkpaiHu
pociticbkoro MoBorO Bifj 16 >koBTHs 2020 poky; EpiTrackJunior Cepii uncen y 3BOPOTHOMY MOPSIJKY,
Bepcisi A/ig YKpaiHu yKpaiHCbKOr MOBORO Bif 16 >koBTHs 2020 poky; EpiTrackJunior Cepii uucen y
3BOPOTHOMY TOPSIAKY, Bepcis /s YKpaiHM PpocCiicbkoro MoBow Bix 16 »xkoBTHa 2020 poky;
InenTudikariiiiHa kapTka yuacHuka gocaifkeHHss N01269, Big 17 uepBus 2021 poky [V02 UKR(uk)01],
YKpaiHCbKOIO MOBOMO; IneHTHikaliliHa KapTka yuacHUKa fJociifkeHHs NO1269, Big 17 uepBHs
2021 poky [V02 UKR(ru)01], pociiicbkoto MoBot0; IHopmaliiiiHuii TUCTOK i popMa 3roJj MajioMiTHbOTO
narjieHTa (y Biti Bim 6 mo 12 poki), Bepcis V1.0UKR(uk)2.0 Bix 07 TpaBHsi 2021 poky, repekmnaf
yKpaiHCbKOI0 MOBOMO Bif 11 TpaBHs 2021 poky; IHdopmartiiiiHuii 1UCTOK i popMa 3roid MasoliTHbOTO
nauienta (y Bimi Big 6 mo 12 pokiB), Bepcis V1.0UKR(ru)2.0 Big 07 TpaBHs 2021 poky, mepeknaf,
pocilicekoro MoBotO Bifj 11 TpaBHs 2021 poky; [HdbopMarilinuii TUCTOK i opma 3roiv HEIMOBHOJIITHHOTO
narjieHTa (y Biui Big 14 go 18 poki), Bepcisi V3.0UKR(uk)1.0 Bix 06 TpaBHsi 2021 poky, repekiaf,
yKpaiHCbKOIO MOBOIO Bifi 12 TpaBHsi 2021 poky; [HbopMalilinuii 11cToK i hopma 3roiv HeMOBHOJIITHHOTO
nauienta (y Bigi Big 14 go 18 pokiB), Bepcisi V3.0UKR(ru)1.0 Big 06 TtpaBHs 2021 poky, mepeksnaf,
pocilicbkkoro MoBoto Bif, 12 TpaBHsi 2021 poky; IHdopmauiliHuii MUCTOK i ¢opMa 3rou MasoJiTHbOTO
narjieHTa (y Biui Big 12 go 14 poki), Bepcisi V3.0UKR(uk)1.0 Bix 06 TpaBHsi 2021 poky, repekiaf,
yKpaiHCbKOIO MOBORO Bif 12 TpaBHs 2021 poky; IHdopmariiiiiHuii TUCTOK i popMa 3roid MasoliTHbOTO
nauienTa (y Biui Bifg 12 go 14 pokiB), Bepcis V3.0UKR(ru)1.0 Big 06 TpaBHst 2021 poky, nepeknaz
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pocilicbkkoro MoBoro Bif 12 TpaBHs 2021 poky; IH@opmartiiiiHuii UCTOK i opMma 3rou yuyacHMKa
nocnimxkenns, Bepcis V4.0UKR(uk)1.0 Big 07 tpaBHs 2021 poky, mepeksaj YKpaiHCbKOIO MOBOIO Bif
13 TpaBHs 2021 poky; Indopmauiiinuii nucTok i ¢dopma 3rofyd yuyacHUKa JOC/i)KeHHs, BepCis
V4.0UKR(ru)1.0 Big 07 tpaBHs 2021 poKy, mepeknaj poCiHCbKOI MOBOK Bif 13 TpaBHs 2021 poky;
Indopmariitiamii mucTok i ¢popma 3roau ass 6aTekiB, Bepcis V4.0UKR(uk)1.0 Big 28 TpaBHs 2021 poky,
repeksiaZi yKkpaiHCbKor MoBOIO Bifi 31 TpaBHs 2021 poky; IHdopmariiinuii 1ucToK i ¢opma 3roau Jjis
6atekiB, Bepcis V4.0UKR(ru)1.0 Bix 28 tpaBHsi 2021 poky, nepeksaz pociiCbKOr MOBOFO Bifi 31 TpaBHs
2021 poky; Bpourypa pocnignvka BpiBapatiertam (ucb 34714), Big 26 mororo 2021 poky, aHT/TiMCbKOO
MOBOIO; Ilepeknaz yKpaiHCBKOIO MOBOK [OJATKIiB 3pa3KiB eKpaHy eJIeKTPOHHOro rnpuctporo V1.0 Bifg
03 6epe3ns 2021 poky; ITepekiaz pocilfiCbKOK MOBOIO /I0/IaTKiB 3pa3KiB eKpaHy eJIeKTPOHHOTO TIPHUCTPOIO
V1.0 Big 23 mortoro 2021 poky; IlociOHuk i3 mocmimkeHHs s 6atekiB, Big 06 TpaBHs 2021 poKy
[VO3UKR(uk)01], ykpaiHcbkoto MoBoro; IlocibHuK i3 mgocmimkeHHs aas OatbkiB, Bif 06 TpaBHS
2021 poky [VO3UKR(ru)01], pociiicbkkoro mMoBorwo; I[TociOHMK yuacHMKa AocC/imkeHHs, Binm 06 TpaBHs
2021 poky [VO3UKR(uk)01], ykpaiHcbkoio MoBoro; IlociOHMK fJig ydacHHKA [OCTiIKeHHs, Bif
06 TpaBHsi 2021 poky [VO3UKR(ru)01], pociiicbkoto mMoBoro; IlocibHUK i3 mocsipkeHHs As miTedt i
migmiTKiB, Big 06 TpaBHs 2021 poky [VO3UKR(uk)01], ykpaiHcekoro MoBoro; [TociOHUK i3 gocsmimkeHHs
s pitedd i migmiTkiB, BiAg 06 TpaBHsA 2021 poky [VO3UKR(ru)01], pociiickkoro MoBowo; JIMCT MOAaHHS
Ji71s eIeKTPOHHOI (hopMu iHpopMOBaHOI 3roiv YKpaiHChKOI MOBOIO, Bepcis 2.1 Big 12 kBiTHs 2021 poky,
repeka/, yKpaiHcbKor MoBoto Bify 02 uepBHsi 2021 poky; CnoBHUK TepMiHiB AJis @opmu iHhopMoBaHOI
3ro/ii B efieKTpoHHOMY (opmari, Bepcis VO2UKR(uk) Big 22 kBitHsa 2021 poky, nepek/aj yKpaiHCbKOO
MOBOO Bifl 15 uepBHs 2021 poky; CnoBHUK TepMiHiB Ayis @opmu iH()OPMOBAHOI 3roiv B €/IeKTPOHHOMY
cdopmari, Bepcis VO2UKR(ru) Bix 22 kBiTHs 2021 poKy, repeksaj, pociiicbkoro MOBOIO Bif 15 uepBHs
2021 poky; 3pa3ok eneKTpoHHOI ¢hopMH iH(OpMaLiHOTO KMCTKa i (OpMU 3roid MasoliTHBOTO TaljieHTa
(v Biui Big 6 go 12 pokiB), Bepcis V1.0UKR(uk)2.0 Big 07 TpaBHsi 2021 poky, rnepek/aj, yKpaiHCbKOO
MoBo® Bifi 11 TpaBHsi 2021 poky; 3pa3ok eieKTpoHHOI ¢opMu iHMOpMaLiiHOTO UCTKA i popMU 3roau
ManoniTHboro mnauienTa (y Biui Big 6 go 12 pokiB), Bepcia V1.0UKR(ru)2.0 Big 07 TpaBHsa 2021 poky,
repeksaj, pociiicbkoro MoBoro Bif 11 TpaBHs 2021 poky; 3pa3ok eneKTpOHHOI Gopmu iHdopMaliliHOTO
nucTKa i (hopMu 3rofiv HEMOBHOMITHLOTO MatlieHTa (y Biti Big 14 go 18 pokis), Bepcis V3.0UKR(uk)1.0
Biz 06 TpaBHs 2021 poKy, mepek/naj yKpaiHCbKO MOBORO Bif 12 TpaBHsA 2021 poky; 3pa3ok eIeKTPOHHOI
dhopmu iHbopMariitiHoro mucTKa i opMu 3ro i HEMOBHOJITHLOTO MatlieHTa (y Bii Big 14 g0 18 pokiB),
Bepcisi V3.0UKR(ru)1.0 Bix 06 TpaBHs 2021 poky, mepeknaj pOCiHCHbKOIO MOBOKO Bif 12 TpaBHA
2021 poky; 3pa3ok enekTpoHHO1 hopmu iHpopmaLiiiiHOro McTKa i popMH 3roAu MasoliTHHOTO MallieHTa
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(y Biui Big 12 mo 14 poki), Bepcisi V3.0UKR(uk)1.0 Big 06 TpaBHs 2021 poKy, repeksaj yKpaiHCbKOIO
MoBOM Bif 12 TpaBHs1 2021 poky; 3pa3ok enieKTpoHHOI (opmu iH(opmaliiiiHoro aucTka i dopmu 3roau
ManoniTHboro nauieHra (y Biui Big 12 go 14 poki), Bepcisti V3.0UKR(ru)1.0 Big 06 TpaBHs 2021 poky,
repeksaj, pociiicbkoro MoBoro Bif 12 TpaBHst 2021 poky; 3pa3ok eneKTpoHHOI ¢opmu iH(opmaliiiiHoro
mictka i ¢opmu 3rogu yuacHMka gocnaifpkeHHsi, Bepcis V4.0UKR(uk)1.0 Bix 07 TpaBHsi 2021 poky,
repeksa/, yKpaiHCbKOor0 MOBORO Bifi 13 TpaBHsi 2021 poky; 3pa3ok eneKTPOHHOI popMu iHpOopMaliiiHOro
mictka i gopmu 3roau yuacHuKa gociimkeHHsi, Bepcis V4.0UKR(ru)1.0 Big 07 tpaBHsi 2021 poky,
repekaj, pociiicbkkoro MoBoro Bif, 13 TpaBHs 2021 poky; 3pa3ok eneKTpoHHOi ¢opmu iH(opmaliiiiHOro
nictka i dopmu 3rogu ans O6atbkiB, Bepcis V4.0UKR(uk)1.0 Bixm 28 TpaBHs 2021 poky, mnepeksaj
yKpaiHCbKOIO MOBOM Bif 31 TpaBHs 2021 poky; 3pa3ok eieKTpoHHOI (opMu iHQOpMaLiiiHOro JUCTKA i
¢opmu 3roau anst 6atekiB, Bepcisi V4.OUKR(ru)1.0 Big 28 tpaBHs 2021 poky, mepeksaj, pOCiiCbKOIO
MoBow Bif 31 TpaBHs 2021 poky; 3pa3ok esieKTpoHHOI (opmu iH(opmaliiiiHoro aucTka i dopmu 3roau
BariTHOi mapTHepkH, Bepcig V1.0UKR(uk)1.0 Big 22 nunHs 2020 poky, nepeksaj, yKpaiHCbKOI0 MOBOIO
Bif 27 >xoBTHS 2020poKy; 3pa3ok eneKTpoHHOI (opmu iHdopMaLiiHOro /MCcTKa i popmu 3roy BariTHOI
naptHepky, Bepcigs V1.0UKR(ru)1.0 Big 22 nunHsi 2020 poky, mepeknaj POCIHCHKOK MOBOK Bif
27 »xoBTHs1 2020poKy; Po3kazpyBaHHsSI BCTYITHOTO BifleoposivKa [ijisi e1eKTpOHHOI iHopMoBaHOI 3rofu
s pocrimkenns i3 yuactio giteit [V03 UKR(uk)01] Big 11 uepBHst 2021 pokKy, repekiaj, YKpaiHCbKOIO
MOBOIO Bif, 14 wuyepBHsi 2021 poky; Po3kagpyBaHHSI BCTYIHOIO BiZIeOpO/IMKA [JIs1 €J1eKTPOHHOI
iHdopMoBaHoi 3rogu Asis AociizkeHHs i3 yuactio giteii [VO3 UKR(ru)01] Big 11 uepBHsi 2021 poky,
repeksiaZi pociicbkKor MoBoOr Bif 14 yepBHs 2021 poky; Ormsig cucteMu Ta (GYHKIT 3aXUCTy Oe3reku
JaHux, Bepcia 3, Big 10 uepBHs 2020 poky, nepek/az yKpaiHCbKOX MOBOXO Bifi 08 uepBHs 2021 poky

Howmep Ta fata Haka3y Ne 516 Big 22.03.2021
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kiiHiuHOrO «PanziomizoBaHe, MigTBEpZpKylOue, TMOABiKHE CJjliMe, TM1alle00-KOHTPOIbOBaHe, 0OaraToIleHTPOBe
BUTIPOOYBaHHS, KO/, JOCTiIKeHHs Ti100py ONTUMAasbHOI /I03W B Mapasie/ibHUX TPyTiax i3 2-eTalmHUM a/IalITUBHUM /IW3aiiHOM i
Bepcis Ta JjaTa PaHZOMi30BaHOIO BiIMiHOIO //is1 OLIIHKK e()eKTUBHOCTI, Oe31euYHOCTi Ta TIepeHOCUMOCTi OpiBaparieTamy B

SKOCTi MOHOTepartii B Mal[ieHTiB y Bili Bifg 2 g0 25 poKiB i3 AUTA4YOI0 abCaHCHOMO erijierciero abo
I0BeHi/IbHOIO abcaHcHOW erisiericiero», N01269, 3 iHKopriopoBaHow TmomnpaBkowo 1 Bix 03 BepecHs
2020 poky
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3asiBHUK, KpaiHa ITigrnpremcTso 3 100% iHo3emHor0 iHBecTHIieto «AMK’FOBIA P/IC YkpaiHa»
CrioHcop, KpaiHa UCB Biopharma SRL, Belgium

CymnyTHi —

MaTepianv/rpernapaT1

CyNyTHBOI Tepariii

B.o. renepannsHoro agupexkropa Jlupekropary
(apmaneBTHUHOTrO 3a0e3meueHHsA Isan 3A/IBOPHUX




HonaTok 63

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 5 1o Haka3y MiHicTepcTBa 0XOPOHU
3710poB’s YKpainu Bij 28 kBiTHa 2021 poky
Ne 833»

10.09.2021 Ne 1918

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnoBneHa Bepcis mpoTokosy, Bepcis 7.0 Big 20 numnus 2021; OHoBneHa [HopMalisi A5 maiieHTa Ta
®opma iHdopmoBaHoi 3roau, Bepcis 2.0 Bix 30 ysumHs 2021 p. Ha ocHOBi aHT/IOMOBHOI Bepcii 4.0 Bif
26 nunus 2021 (yKpaiHChKOIO Ta POCiMICbKOI MOBAaMMU)

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2243 Bip 05.10.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«[IpocniekTiBHe, OaraToLleHTPOBe, paHJOMi30BaHe, TIO/BiliHe cjime, TUIAle00-KOHTPOLOBAHE
nocmimkerss 111 ¢a3u B mapasnenbHUX TPyIiax, 3 METOK OLiHKK e()eKTUBHOCTI Ta Oe3reku mMaciTuHiOy y
KOMOiHaIjii 3 prIy30/10M y TIOpiBHSIHHI 3 Tuialjeb0 y KomOiHarlii 3 puay30/10M TIpU JIiIKyBaHHI TAIiEHTIB 3
Giynum amiotpodiuanm ckiepo3om (BAC)», AB19001, Bepcist 6.0 ROW iz 09.03.2020

3asBHUK, KpaiHa

TOB «Cinepzxu I'pynn Ykpaina», YKpaiHa

CnoHcop, KpaiHa

AB Science, ®paHiiis

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX



